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ingredients (CP4 EPSPS and PAT). Additionally, 40 CFR 174.507 covers the tolerance exemption for
nucleic acids in PIPs, therefore the DvSnf7 dsRNA is also exempt from the requirement of a tolerance.

Dow AgroSciences is therefore requesting that EPA grant a commercial use registration for
SmartStax®PRO Enlist™ (MON 89034 x TC1507 x MON 87411 x DAS-59122-7), using a 20% strygtiyed

refuge for cotton-growing regions of the southern U.S, and a 5% structured refuge for non-cotton®graing

regions in the U.S. I

As previously communicated to EPA BPPD, Dow AgroSciences and Monsanto Company wil be $°°2°2
requesting separate registrations for MON 89034 x TC1507 x MON 87411 x DAS-59122-7 com with a ¢ °
separate structured refuge. Monsanto Company is the data submitter, and a letter of access (LoA) which  ®*s°°s
allows Dow AgroSciences to cite the MON 89034 x TC1507 x MON 87411 x DAS-59122-7 dataginrthe °°
Monsanto submission to support Dow AgroSciences’ registration application for SmartStax®PRC BHlist™
is enclosed. . °
The documents accompanying this submission are listed in the table below. The table incfu.d.e.s. the
classification categories “A”, “B”, and “C” for each document, as defined by the Agency: ° e

= Category “A”: Materials that can be released to anyone, regardiess of affiliation to a foreign or
multi-national pesticide producer.

= Category “B”: Information can be released only to individuals that attest they are not employees
or agents of a foreign or multi-national pesticide producer, as per FIFRA Section 10(g).

= Category “C™: Confidential Business Information that is protected from any disclosure indefinitely
by provisions put forth by the EPA, as per FIFRA Section 10.

Volume/ Document
Classification MRID

A Transmittal document (this letter)

A Complimentary Copy of the ACH payment for $31,910.00
ACH statement 00067
Ref # 316067106271

A CD containing fully releasable (“A”) documents

A Monsanto data citation letter of access

Volume 1 Administrative Materials

Statement of Data Confidentiality Claim

Application for Pesticide, EPA Form 8570-1, dated March 11, 2016
Confidential Statement of Formula, EPA Form 8570-4, dated
March 11, 2016

Certification with Respect to Citation of Data, EPA Form 8570-34,
dated March 11, 2016

Data Matrix, EPA Form 8570-34 (Agency Copy)

Data Matrix, EPA Form 8570-34 (Public Copy)

Proposed Product label

> > (> | OF >

A complimentary copy of the confirmation of wire for $31,910.00 fee is enclosed to cover category B880
as listed in the fee-for-service FR notice (Federal Regqister, Volume 80, Number 183, pages 57166-57178;
September 22, 2015).
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If you should require any further information regarding this submission, please feel free to contact me at
(317) 337-5984 or Heidi Reistad, Registration Specialist, at (317) 337-3081.

Regards, YT
E [ ] .l
: LE RN ¥ ]
Stephanie L. Burton esse
US Regulatory Manager cone
Cow AgroSciences LLC N
317-337-5984 . .
siburton @ dow.com stetee
LAl B
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800 NORTH LINDBERGH BLYD
5T, LOUIS, MISSOUR] 63167
ALt/ ww monsanio, com

MONSANTO |¥|,

July 02, 2015
- .
U.S. Environmental Protection Agency oo
Document Processing Desk o ’ .
Office of Pesticide Programs/BPPD (7511P) 2eesee
One Potomac Yard rsse
2777 South Crystal Drive “ona
Arlington, VA 22202-4501 .
:I a4 : »
Attn: Kimberly Nesci, Branch Chief, Microbial Pesticides Branch, Biopesticides and Pollution Prevention
Division (BPPD) ¢ :::.:

Re: Letter of Authorization to Refer to Regulatory Data Concerning Jnsect-Protected Maize
MON-89034-3 and Insect-Protected and Herbicide-Tolerant Maize MON-87411-9, Property
of Monsanto Company

We hereby confirm that Monsanto Company (*Monsanto™) authorizes Dow AgroSciences LLC, on behalf
of itself and its affiliates (collectively, “Dow AgroSciences™) to cite, and the U.S. Environmental
Protection Agency (EPA) to refer to, data previously submitted by Monsanto in connection with the
following:

s Insect-protected maize containing the Cry3BbI Bt protein, DvSnf7 double siranded RNA, and the
CP4 EPSPS protein in the event MON 87411 (OECD Unique Identifier MON-87411-9)

» Insect-protected maize containing Cry2A4b2 and Cryl4.105 Bt proteins in the event MON 89034
(OECD Unigue Identifier MON-89034-3)

and all relevant data that Monsanto has provided to EPA in support of the Section 3 registration for the
plant-incorporated protectants Bacilius thuringiensis (Bt} Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbl,
Cry34Abl, and Cry35Ab] proteins, and DvSnf7 dsRNA produced in MON 89034 x TC1507 x MON
87411 x DAS-59122-7. This authorization is for the purpose of evaluation and registration of Dow
AgroSciences’ interspersed and structured refuge products contining these events.

This authorization is not and shall not be construed as authorization to refer to or cite Monsanto's data
directly or indirectly, in support of any other subsequent application submitted by Dow AgroSciences or
any other application for any purpose, inciuding applications for new or amended registrations. Neither
does this authorize the U.S. Environmental Protection Agency to refer to any data submitted by Monsanto
in connection with any other application, notification or submission, except as specifically described
ebove, nor does it authorize the U.S. Environmental Protection Agency to atlow Dow AgroSciences to

LA X2 X ¥
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have direct access to or review any data submitted by Monsanto. Neither is this a waiver of Monsanto’s

rights to the referenced data or to compensation for the right to cite such data, nor any such data be

referenced or cited by other governmental regulatory agencies not previously authorized by Monsantq,, , ,
L

Please do not hesitate to contact Daniel Jenkins at (202) 383-2851, or me at 314-694-8198, if you haves “e*

any questions. Thank you for your attention to this matter.

Sincerely, L

Christina A. Lawrence, Ph.D.
Corn Regulatory Affairs Lead
Monsanto Company

St. Louis, MO 63167

cc: Gregory Bradfisch, Dow AgroSciences
Daniel J. Jenkins, U.S. Agency Lead, Monsanto Company
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YOLUME 1 Tevve®
SUBMITTED BY

Dow AgroSciences LLC
93130 Zionsville Road
Indianapolis, IN 46268

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Administrative Materials for an Application to Register the Plant-Incorporated Protectant,
DvSnf7 dsRNA and Baciilus thuringiensis CrylA.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Abl, and Cry35Ab1 Proteins and the Genetic Material {Vectors PV-ZMIR245,

PHP8999, PV-ZMIR10871, PHP17662) Necessary for their Production in
SmartStax*PRO Enlist™

EPA File 62719-Y

TRANSMITTAL DATE

March 11,2016
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

2 of 12

Yolume 1. Administrative Materials for an Application to Register the Plant- Incorposalﬁd
Protectant, DvSnf7 dsRNA and Bacillus thuringiensis CrylA.103, CryZAbi'
CrylF, Cry3Bbl, Cry34Abl, and Cry35Abl Proteins and the Genetic Ma’(enal
(Vectors PV-ZMIR245, PHP8999, PV-ZMIR10871, PHP17662) Necessary.ror

their Production in SmanStaxH’PRO Enlist™

MRID Number

Company Official: W %M

Company Name:

March 11, 2016

Stephanie L. Burton

US Repgulatory Manager

(317) 337- 5984

Dow AgroSciences LLC

Company Contact: Stephanie L. Burton

US Regulatory Manager — Biotech

(317) 337-5984

Date
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AUTHOR
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Dow AgroSdences

40f312

The text below applies only to use of the data by the United States Environmental
Protection Agency (U.S. EPA) in connection with the provisions of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA).

STATEMENT OF DATA CONFIDENTIALITY CLAIM

No claim of data confidentiality is being made for information contained in this
document on the basis of its falling within the scope of FIFRA §10(d){1)(A), (B), ot (C).
However, a supplemental data confidentiality claim is being made for some information
claimed herein, The applicable information has been removed to a confidential
attachment.

“We submit this material to the United States Environmental Protection Agency
specifically under requirements set forth in FIFRA as amended, and consent to use and
disclosure of this material by the EPA strictly in accordance with FIFRA. By submitting
this material to EPA in accordance with the method and format requirements contained in
PR Notice 86-5, we reserve and do not waive any rights involving this material that are or
can be claimed by the company notwithstanding this submission to the EPA.”

COMPANY: Dow AgroSciences LLC
COMPANY AGENT: 7

Stephanie L. Burton

US Regulatory Manager
DATE: March 11, 2016

aeww
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GLP COMPLIANCE STATEMENT

The materials in this volume do not meet the requirements of the Good Laboratory
Practice Standards, 40 CFR Part 160. This volume provides the administrative materials
for the application to register the plant-incorporated protectants, DvSnf7 dsRNA and
Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and
Cry35Abl Proteins and the Genetic Material (Vectors PV-ZMIR245, PHP8999, PV-
ZMIR10871, PHP17662) Necessary for their Production in SmartStax*PRO Enlist™ and
therefore were not developed in compliance with 40 CFR Part 160.

W /{M March 11, 2016

Submitter Date
Stephanie L. Burton
US Regulatory Manager

W fm March 11,2016

Sponsor Date
Stephanie L. Burton
US Regulatory Manager

W f&ﬁz& March 11, 2016

Study Director Date
Stephanie L. Burton
US Regulatory Manager vese
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CONFIDENTIAL BUSINESS INFORMATION

CBI Cross Reference Number 1 This cross reference number noted
on a place holder page is used in
place of the following whole page
at the indicated volume and page
references

The deleted Pages are attached immediately behind this page.

Page Reason for Deletion FIFRA Reference

9-18 Discloses confidential §10(d)(1)(A), (B), or (C)
commercial business information

14
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Form Approved OMB No. 2070-0060
™, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response for registration activities and 0.25 hows per response for
reregisiration and special review activities, including time for reading the instructions and completing the necessary forms Send comments regarding the burden estimate or any other aspect of this collection of
intorraatiof including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U5, Environmental Protection Agency, 401 M Street, 3,W., Washington, DC 20460, Do not
send the form to this address.

DATA MATRIX
Date March 11, 2016 EPA Reg No/File Symbal 62719-YYY Page 2 of 127
Applicant's/Registrant’s Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® RO Enlist™

Ingredient DvSrif7 dsRNA and Bacillus thuringiensis Cry1A 105, Cry2 A2, Cry TF. Cry3Bb1, Cry34Ab1, and Cry33Abt and the Genetic Matenal {Vector PV-ZMIR245, PHPRY9S, PY-ZMIR 871, PHP17622)
Necessary for their Production in MON 89034 « TC1507 « MON 87411 = DAS-39122-7 (QECD Unique Ldentiffer MON-89834-3 ~ DAS-©1507-1 ~ MON-87411-9 - DAS-39122-T)

Guideline Reference Number Guideline Study Name MRID Mumber Submitter Status MNole

Hua, J.,M. Chen, and M. Malven. 2015. Assessment of Dvsnt'7?
RMA Levels m Mawze Tissues Collected from MOM 87427 =
MON 89034 x TC1507 = MON 87411 = DAS-59122.7
Produced in United States Field Trials During 2013, Monsanto 49781804 574 DWN Product Characienzation
Techmical Report MSL0026443

Mueller, G.M_, J P. Uffman, P.D. Jensen, and $. L. Lavine.
2015, An Evaluation of the Potential for Interaction among the
Plant Incorporated Proteciants Produced by MON 87427 #
MON 85034 x TC[507 » MON 87411 x DAS-59122-7 with
the Southern Comn Rootwonn (Diabrotica undecimpunciaie
howardi). M« to Technical Report MSLOD26284

AG78 1805 524 OWN Environmental Assessment

Mueller, G.M. ) P. Uffman, P.I>. Jensen, and S.L. Levine.
2015 An Evaluatian of the Patenbial for Inleraction between
the Lepidopteran and Coleopteran Cyr Proleins and the dsRNA
Produced by MON 87427 x MON 89034 « TC L1507 = - . )
MON 87411 x DAS-59122.7 with the European corn borer 9781806 3 OWH Enyironmental Assegsments

{Ostrinia nubilalis). Monsanto Technical Report MSE0026136 cosnnn ‘es’et
[} LI
* . * .
Moar, W and G.P Head 2015 Five Percent Seed Blend * * a .
Refuge as an Insect Resislance Management Option for sosenaL . Seesee
MON 89034 = TC1507 ~ MON §7411 - DAS-56122-7 in the 49781807 524 OWN s *
U §. Corn Belt. Mensante Technical Report MSLO026286 s Geee
Moar, W, and G.P Head. 2015 Struchwred Refuge as an [nsect [ X3 M L - s
Resistance Management Option for MON §9034 = TC1507 = s » *
MON 87411 = DAS-39122-7: 20 Percent in Cotion Growing 469773601 524 OWN sases RM .
Regions of the Svuthern 1J.S. and Five Percent in the U.5. Com sasves
Beh. Monsanto Technical Report MSLO026287 *
LA AL A J
Signature Name and Title Date e 0
SEE PAGE 1 FOR SIGNATURE Stephanic L. Burton March 11,2016
o _ US Regulatory Manager
EPA Form B570-35 (9-97) Htectron: 2nd Paper vers'sns avelable. Submit enly Paper version Agency Internat Use Copy
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- Form Approved OMB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streel, 5.W. LI
| Washington, D.C. 20480 veso

Paperwork Reduction Act Notice: The public reporting burden for this coltection of information is estimated to average 0.25 hours per respanse for registration activities and 0.25 haurs et re.s!gnse for
reregistration and special review activities, inciuding time for reading the instructions and completing the neceasary forms. Send comments regarding the burden estimate or any ather as fdhis
coliection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.5. Environmental Protection Agency® ﬂQT ¥ Street, SW,
Washington, DC 20450_Do not send the form to this address. .

DATA MATRIX .

Date: March 11, 2016 ) EPA Reg. No./File Symbal: 62719-YYY * 7

Fage 3pf 127
Applicant's/Registrant's Name & Address: Product: L seEEIy
Dow aproSciences. 9330 Zionsvilie Road, Indianagolis, IN 46268 SmartStax® PRO EnlistT™ . M

Ingredient DvSnf7 dsRNA and Bacilfus thurmgensts CrylA 105, Cry2Ab2. CrylF, Cry3Bbl, Cry34Abl, and Cry35Abl and the Genetic Material (Veslor PV-ZMIR245, PHP{QEQ, .\f ZMIRI10E7). PHE11622)
Necessary for their Production in MON 89034 » TC1507 x MON 87411 » DAS-59122-7 {OECD Unique ldentifier MON-89(334-3 ~ DAS-01307-1 x MON-87411-5 ~ DAS-59122-7) s

Guidehng Reference Number Guideiine Study Mame MRID Number Subrnitter Status Mate

Monsanto Company (2014). Administrative Matenials
for the Application to Register the Plant-Iacorporated
Protectant, Baciffus thuringiensis Cry3Bbl Prutein
and suppression cassetie DvSniT und the Genetic
Materials { Vector PY-ZMIR10871) Necessary for
their Production in MON 8741 1. {(OECD Unique

| Tt v
identifier MON-§7411-9) 32 OWN Acmivisirative

Cry3Bbl and CPd EPSPS Proteins and FExposure
Assessment of the Dv8ni7 Consmuct-Derived RNA from
Consumption of MON 8741 |Maize in the US {Amended
MSLOD24853). Monsanto technical repont MSL-0025423. 524 OWN Product Characterization

45315101

Petnck, Jay § 2014 Dietary Risk Assessment of the 1

Bachman, P.M., P.D. Jensen, S L. Levine. 2014,

Environmental Risk Assessment for DvSnf7 RNA
as Expressed in MON 87411 Maize. Monsanto 524 OWN Product Characicrization
technical report MSL-0025432. JU3151102

Carleton. 8. Garnaat. K.R. Lawry. K. Skotie,
Y.Yan. and D. Kovalic, 2013. Amended Report for
MSL0025048:  Molecular  Characterization  of
MON 87411. Monsanto technical repon MSL- 524 OWN Praduct Charucterization
0025314, 45315103

Signature Name and Title
See Page 1 for Signature Stephanie L. Bnrion Date
US Regulatory Manager March 11, 2016
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: Tha public reporiing burden for this collection of informalion is estimated to average (.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forrms. Send comments regarding the burden estimate or any other aspec of this
collection of information, including suggestions far reducing the burden to: Direclar, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, SW.,
Washington, DC 20460, Bo net send the form to this address,

DATA MATRIX
Date:  March 11, 2016 EPA Reg. No./File Symbol: 62719-YYY ] Page 4 of 127
Applicant's/Registrants Name & Address: Praduct:
Monsanto Company, 806 N. Lindbergh Blvd., 5t. Louis, MO 63167 SmartStax® PRO) Enfist™

Ingredient OvSnf7 dsRNA and Baciltus thwringiensis Cryl A 105, Cry2Ab2, CrylF. Cry3Bb1, Cry3d Abl. and Cry35Ab1 and the Genetic Material {Vector PV-ZMIR245, PHPEI9Y, PV-ZMIR 10871, PHP17622)
Necessary for thewr Production in MON 89034 « TC1507 = MON 87411 » DAS-54122-7 (OECD Unique Identifier MON-89(334.3 « DAS-01507-1 ~ MON-87411-9 x DAS-59122-7)

Guideline Reference Number

Guideline Study Nama

MRID Number Submitter Status Note

Song, Z, H Chen, JM Ward, and Q Tian 2013
Assessment of DvSnl7 ENA Levels in Maize Tissues
Callected trom MON $7411 Produced m Argentmne Field
Triols dunng 2011-2012 Monsanio technical repori
MSI-0024687

524 OWN Produc. Chamac . erization

$93151104

Bevene, Aster 2013. Assessment of Cry3Bb! and CP4
EPSPS Protein Levels in Com Tssues Coliected from
MON §7411 Produced in Argenting Field Trials during
2011-2012. Monsanto technical report MSL-0024586.

534 W Product Char~cterization

493151105

Urquhart, W.. Zhang, 1., Lawry, K., Song, Z. Mugller,
G M. liang, C, Skottke, K, Uffnan, J P, Ward, ITM_, Q.
Tian 2013. Characterization of DvSnf7 RNA Exiracted
{rom MOIN 87411 and Comparison of the Molecular and
Functional Properiies of Plant-Produced and in vitro-
preduced DvSnl7 RNA. Monsanto technical report M3L-
0025263

Proilact
524 OWN Charactgrizatipn
493151106 ¢ & &

Heman, R., R Heeren, and G Mueller, 2013
Charactenzation of the Cry3Bbi Protein Punified from the
Maize Grain of MON 87411 and Companson of the
Physicochemical and Functionel Properties of the Plant
Produced end E coli Preduced Cry3Bbl Proteins.
Monsanto technical report MSL-0024872.

-.:.I: Pi]:]ﬁc.t:.
524 OWN * o o Charactegzaion
4931511407 »

ye s

Lee, TC., 8 B. Storrs. 2013, Charactertzation of the CP4
EPSPS Protein Purified fTom the Maize Grain of MON
7411 and Comparisin of the Physicochemical and
Functional Properties of the Plant Produced and E. coli
Produced Cry3Bb1 Praieins. Maonsante technical report
MSL-0024834.

AERLE
» »

L] - -

aness

L [ ]

[ AR N NN

Product
594 OWN Chmagleﬂ@ngn
493151108 s ®

Signature

See page 1 for signature

Name and Title Date
Stephanie L. Burion March 1, 2016
LIS Regulatory Manage

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper versien.

Agency Internal Usa Copy
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P Ferm Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Papoerwork Reduction Act Natlce: The public reporting burden fer this collection of infermation s estimated to average 0.25 hours per response for registration activities and 0.25 hours ser jeqhonee
for reregistration and speciail review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any utherﬁpscl of this
colleclion of inforation, including suggestions for reducing the burden to: Dlreclur OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Stregl, S.W.,

Washingten, DC 20460. Do not send the form io this address. sane "
DATA MATRIX Tenee
Date: March [ 1, 2016 EPA Reg. No./File Symbol: 62719-YYY ol ,,'| Pageﬁ,q‘.u?
Applicant's/Registrant's Name & Address: Product: o HYY
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ :
tngredient DvEni7 dsRNA and Bacittus thuringiensis Cryt A 1035, Cry2Ab2, Cryl F, Cry3Bbi, Cy34Ab1, and Cry35ab1 and the Genetic Material ( Vector PV.ZMIR245, PHP895S, #¢ ?MRIHSH gnmam
Wecessary for their Production in MON 89034 « TC1507 ~ MON 87411 » DAS-55122-7 {OECD Unigue [dentifier MON-89034-3 - DAS-@1507-1 x MON-87411-9 « DAS-55122-7} : :_
Guideiing Reference Number Guideline Study Name MRID Number Submitier Status MR P Nme. .
L ] [ ] L]
Kang, H.T.. and A. Silvanovich. 2013 * *
Bioinformatics LCvaluation of the Transfer DNA
tnserl in MON 87411 Utilaizing the AD_2013,
TOX 2013 and PRT 2013 Dalabases. Monsanto 529 OWN Human Health
Technicat report MSL-(024833. 493151109 Assessrent
Kang, I.T., A. Silvanovich. 2013. Bioinformatics '
Evaluation of DNA Sequences Flanking the 5' and [
3" Junctions of [asered DNA in MON 87411: 524 |
Assessment of Putative Polypeptides. Monsantio
. OWN Human Health
technical report MSL-0024900. 49315110 Assessment -:
flendrix, 5. 2013. Comparison of Bmoiler
Performance and Carcass Parameters When Fed
Diets Conloining MON 87411, Control, or 524
Reference Maize. Monsanto study No. CQR-2012- OWN Human Health
0552, 49315111 Asseisrent
Richards, K.B. 2013. Evaluation uf the Potential
Dietary Eifecls of DvSnf? 968 on Honey Bee
Larvae (4dpis meilifera 1.). CAR 131-13. Monsanto
study CA-2012-0463. Monsanio technical report 524 OWN Environmental
MSL-0025237. 49315112 Assessment
Richards, K.B. 20t3. Evahiation of the Potential
Digtary Effects of DvSnf? 968 on Honey Bee
Adults {4pis mellifera L.) in a 14-day Continuous
Feeding Sudy. CAR 164-13. Monsanto study CA-
2013-0423. Monsanto technical repert MSL- 524 OWN Environmental
0025262 49315115 Assessment
Signature Name and Title Date
See page 1 for signature Stephanie L. Burton March 11, 2016
11§ Regulatory Manager
EPA Form §570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internat Use Copy
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paparwork Reduction Act Notice: The public reporting burden for this coiflection of information is estimated {o average 0.25 hours per response for registration activities and 0.25 hours per response

for reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
cotlection of information. incleding suggestions for reducing the burden to: Direcior, OPPE Infarmation Management Division {2137}, U S. Environmentat Pratection Agency. 401 M Sireet, S.W.,
Washington, DG 20460. Do not send the form {o this address.

DATA MATRIX
Date: March 11,2016 EPA Reg. NoFite Symbak 62719-YYY I Page B of 127
Applicants/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zicnsville Road, indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Baciffus thwrinpiensts Cry 1A, 105, Cry2 AbZ, Cry {F, Cry3Bbi, Cry34Ab), and Cry35Abl and the Genetic Material {Vector PY-ZMIR245, PHP8359, PV-ZMIR 1087 |, PHP17622)
Necessary for their Production in MON 89034 » TC1507 « MON 87411 » DAS-59122.7 (OECD Unique Identifier MON-89(334-3 - DAS-315B7-1 x MON-87411-0 = DAS-59132-7}

See page | for signature

Stephanie L. Burton
US§ Regulatory Manager

March 11,2016

(Guideline Reference Number Guidelineg Study Name MRID Number Submitier Status Note
Paradise, MLS. 2013. Evaluation of Potential
Dictary Cfects of DvSnl7_%68 RNA on the Lady
Bectle  Coleomegilla  maculate  (Deleer) Eovi .
. nvirrmental
(Coleoptery: Coccinetlidag). Monsanto technical 534 OWN Acsacsment
Tan, ). 2013. Evaluation of Potential Dictary Effe
15 of DVSn{7_%68 RNA on the Parasitic Wasp, Envircnmental
Pediobius foveolatus (Hymenoptera: Eulophidea). 534 OWN Assessment
Monsantw technical report MS1L-0024746. 49315115
Vinall, $. 2013, Evajuation of the potential effects
of DVSn(7_968 ENA to the earthworm Eisenia
Andrei in an acute exposure study in an erificial Covironmental
spil substratc. Monsantp study No. MON-12-3. 524 OWN Asgsesament
Monsanto technical report MSL-0025028. 49315116 i
Tan, J. 2013. Evaluation of Potential Dietary . 0t
Effects of DvSnl7 %68 RNA on the [nsidious D M
Flower Bug, Orius insidiosus (Say) (Heleropters: A Rl Ermvi * l
Anthocoridag).Monsante  technical report MSL- TIVLsOTITLER
5 b ' BE EF
Vinzll, 8. 2013. Evalustion of the Potential Dietury A cone
Effects of DVSnf?7_968 RNA to the Springtail T e o
Folsomia candida (Collembola Tsotomidae) in a sodae o
Chronic [xposure Swmdy. Monsanw smdy No. Eovigonmenial
MON-13-23. Monsanto technical report MSL- 524 OWN Assessment
e 45315118 esuw
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Washingion, DC 20460, Do not send the form to this address.

Paparwork Reduction Act Notice: The public reporling burden for this colteclion of information is estimaled to average 0.25 haours per respanse for registration aclivities and 0.25 hours pesnesponse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any othef gspligtbf this
collection of information, including suggestions far reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M StreethS.W.,

[ ER R R D]
DATA MATRIX seans i i
Date: March 11, 2016 EPA Reg. No.fFile Symbol: 62719-YYY . .E . -F Page 3.;;::2?
Applicant's/Registrant's Name & Address: Product: oo [
Dow AgroSciences, 9330 Zionsville Road, Indianapolis. IN 46268 SmartStax® PRO Enlist™ -

Necegsary for thewr Produchon m MON 89034 ~ TC1507 - MON 87411 ~ DAS-58122-7 (OECD Uru

que [dentifier MON-29(334-3 -

ingredient CvSni7 dsRNA and Bacifius thuringiensis Cry | A.105, Cry2Ab2, Cry 1F, Cry3Bhl, Cry34Ab1, and Cry35Ab1 and the Genetic Matenial { Vector PV-ZMIR245, PHPB999, PhaAieRe (87 | mnmzz)
DAS-01507-1 x MON-87411-9 » DAS-59122-7) »

L]

Guideline Reference Number Guideline Study Name MRD Number Submitter Status L Note :
Paradise, M.S. 2013. Evaluation of Potential il . a0 |
Dictary Cflects of DvSnf7_ 968 RNA on the . ¢ !
Carabid ground beetle, Poecilus chalcites (Sny) Envirormental
{Coleeopter: Carahidae). Monsanto technical report 524 OWN A'isc:.;r‘enl
MSL-0024764. 4935119 )

Tan, J. and 8. levine. 2013, Evalnation of the
Patential for [Interaction between DvSnf? D08
RNA and Cry3Bbl protein with Southem Comn
Rootworm Digbrotica undecimpunciora  kowardi Environmental
(Colcoplera: Chrys;omelidﬂc}‘ Monsanto Technical 574 OWN Assessment
report MSL-0025231. 49315120
Mueller G.M., and 5. Levine. 2013, Evaluation of
the Potential for Interaction berween the Cry3Bbi
protein and the DvSni7 968 RNA with the
Colorado Petato Deetle Leptinararsa decermbineara Environmental
{Say) (Coleoptera: Chrysomelidae). Monsanto 524 OWN Assessment
Technical report MS1.-0025239. 49315121
Dubelman, S. 2013, Scil Degradation of a dsRNA
Transeript Derived from the UvSnf7 Suppression Envirommental
Casseric and purified from DvySol7 968 RNA 534 OWN i&ssessmfl:i
Monsanto technical report MSL-D024864. 49315122
Bachman. .M., P.[». Jensen, 5.L. Levine, 2014,
Impact Assessment for Threatened and Endangered Environmestal
Species for Inseci-Protected Maize MON ET411 534 OWN Assessment
Monsanto technical report MSE-0023433. 4093151723
Signature Wame and Title Date
See page 1 for signature Stephanie L. Burton March 11, 2016
LIS Repulaiory Manager
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&E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paparwork Reduction Act Notice: The publle reporting burden for this collection of informetion is estimated to average 0.25 houre per response for registration activities and 0.25 hours pBPF gsgonse
for reregistration and special review activities, induding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspest of this
collection of information, including suggestions for reducing the burden to: Direclor, OPPE Infarmaticn Managemert Division {(2137), U.S. Environmental Profection Agency, 401 M Street, SW.,

Washington, DG 20460. Do not send the form to this address. soesaw

DATA MATREX pasen .
Date: March 11, 2016 EPA Reg. No.fFile Symbol: 62719-YYY PR T Page § ¢6l27
Applicant'siRegistrant's Name & Address: Product: .e P
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, [N 46268 SmartStax® PRO Enlist™ .

ingrediant DvSnfT dsRNA and Bacillus thuringiensis Cry1 A 105, Cry2Ab2, CrviF, Cry3Bbi, Cry3dab], and Cry35Ab1 and the Genelic Material {Vecwor PV-ZMIR 2435, FHFE999, Wﬂﬁlﬁiﬂﬁ?t m | 5!

Necessary for their Production im MON 89034 ~ TC1307 » MON 8?41 | = DAS-59122-7{OECD Unique Idem!ﬁer MON-89C34-3 - DAS-@15G7-1 x MON-87411-9 x DAS-59122- T) s " - ]
Guideline Reference Number Guideling Study Name MRiD Number Submitter Status .. ,ﬁ.: hNgie asn [
. & a !
Response to Address EFA Reguest for Further * ¢ |
laformation  Relaled to  Human  Health [
Considenitions. 49553301 524 OWN Suppniive Data !
Response to Address EPA Request for Further
Information Related to Environmental Fate and
Non-Target Effects. 49553302 524 OWN Suppmtive Data
MON 88017 and MON 8741% Express Identical
Cry3Bbl Proteins. 49553303 524 OWN Supportive Data
Bioinformatic Evaluation of the DvSri7 Sequence, 49553306 54 OWN Supportive Data
Field FEveluation of Maize MON 87411 on Non-
Target Arthropeds across Three Geogruphies. 4955304 524 OWN Supportive Data
Bioinformatic Comparison of DvSnl7 wversus a
| luman Transcriptome Llsing STELLAR. 49553305 524 OWN Supponive Dala
Intormsation 10 Support  the Environmental Risk
assessment ecision for DvBnf7 RNA as Expressed in
MON 87411, Monsanto Technical Report §027197 44748501 524 OWH Supportive Data
Signature Name and Title Date
See page 1 for signature Stephanie L. Burton March 11, 2016
US Regulatory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions avaifable. Submit onty Paper versian. Apgency Internal Use Copy




Dow AgroSciences 25 of 112

Form Approved OME No. 2073-0060

. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Aet Nafice: The public reporting burden for this collection of mfarmation is estimated to average 0 25 hours per response for registration activities and (.25 hours per response for
reregistratign and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of Lhis collection of
information, including suggestions for reducing the burden to: Direclor, OPPE Information Managemem Division (2137), U 8. Environmental Proection Agency. 401 M Sireet. S W | Washimglon, DC 20460 Do not
send the form to this address.

DATA MATRIX
Date March 11, 2016 EPA Reg NoJFile Symbol 62719-YY'Y Page 100f 127
Applicant’s/Registrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSni7 dSRNA. and Bacilius thuringiensis Cryl A 103, Cry2Ab2, CrylF, Cry3Bbl, Cry34Ab1, and Cry35Ab] and the Genetic Matenial {Vector PV-ZMIR 245, PHP899, PV-ZMIRI 0871, PP 7€27)
Necessary for their Production in MON 85034 x TC1507 » MON 87411 x DAS-59122-7 {OECD Unigue Iderifier MON-89034-3 ~ DAS-@1507-1 ~ MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitler Status MNote J
Adminisirative Materials for the Application to Amend ¢ | 1 | — 77 o I
Plant-Incorporaed Protectant, Baciflus truringiensts ]
Cryl A 103, Cry2Ab2, CrylF, Cry3BbI, Cry34Abl, and
Cry33Ab1 Proweins end the Genetic Materials ( Yectors PV- Administauve |
ZMIR245, PHPEG9Y, PY-ZMIRM, and PHP17662) Necessary 524 AWN
for their Production in MON 89034 = TC1507 ~ MON 88017 ~
DAS-59122-7
Gaodwin, B.K |, Marm, M.C,, snd N.E. Piggon. 200%. Fanm-

Level Benefits ol 2 Retuge Reduction for SmariSiax ™, A 324 OWN Supporung Informaiion
report from Agri-Analytics, Inc. NYA
Burns, J.A 2009. The Benefits of Refuge Reduction to 5% for 47943702 324 OWN Supporting Information »
SmartStax Com PP AR
] " »
Buris, J.A. 2009, Response to U.S. EPA BPPD Letter, Dated s " :
March 19, 2009 Reparding Applications to Register MON P Tesend
89034 < TCI1507 x MON 88017 ~ DAS-59122.7 EPA File N/A 524 OWN Sg::pom‘ng Infofmation
Symbals. $24-LIR (MON); D-395123 (DAS). .e’ sune
LA R NE ] L 2 : L
Bogdonova, M., 1A Bums, G Head, et al. 2009. Condition of : : N
Registmtion for MON 89034 x TC1507 x MON BR017 x DAS- eevwe
59122-7 Insect-protected and Herbicide T'olerant Com: 47843601 524 OWN Terms and Cordlgipuse o
Complance Assurance Plan »
Signature Name and Title Date -
SEE PAGE 1 FOR SIGNATURE Stephanic L. Durton March 11, 2016 .
US Regulatory Manager
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Form Approved OMB No. 2070-0060

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, S.W.
WASHINGTON, D.C. 20460
Puperwork Reduction Act Notice: The public reporting burden for this collection of information 15 estrmaied to average 0.25 hours per response for regisiration aclivities and .25 hours per response for "% o §

reregistration and special review activities, including time for reading the instructions and completing the necessary forms Send commerns regarding the burden estimate or any ather aspect of this coliection®® =
mivrmation. including suggestions for reducing the burden to: Director, OPPE Information Managemeni Division (2137), U3, Environmenial Proteciion Agency, 401 M Street, S W . Washmgion, DC 20440. Do nut

send the farm to this address 2eseae
[ LB B
DATA MATRIX ¢ .
Date March 11, 2016 EPA Reg NoJ/File Symbol 62719-YYY 1 Pagg 1101127 $4a
Applicant'sfRegistrant's Name & Addrass Product : H .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Entisi™ sevome sesnes

Ingredient DVSNT7 dsRNA and Bacrilus thuringiensis Cry| A, 105, Cry2Ab2, Cry F, Cry3Bbl, Cry3dAbl, and Cry3SAb1 and the Genetic Material (Vector PY-ZMIR 245, FHPR999, PV ZMIR 10871, PHO . T2 )
Necessary for their Production in MON 89034 < TC1507 « MON 87411 » DAS-39122-7 (OECD Unigue ldcntifier MON-89034-3 » DAS-507-1 x MON-87411-9 x DAS#531 229 ta en

Guideline Reference Number Guideline Siudy Name MRID Humber | Submitter Status Note AP

Dogdunova, N.. ). Carden, J. Lambert, et al. 2009, Educational
Materials amd Information of [IRM Requirements Provided by
Monsanto Company to Growers of MON 89034 < TC|507 =
MON 88017 « DAS-39122-7 Insect-protected and Herbicide 47883602 324 OWN Temms and Conditions
Tolerant Cormn

Head, G., W. Moar, and N. Storer. 2009. Insect Resistance
Momitering ang 2 Remedial Action Plan for MON 89034 x
TC1507 <« MON 88Q17 ~ DAS-39122-7 lnscct-protected and 47883603 524 OWN Terms and { onditiops
Herbicide Tolerant Com

Submaission of Pesticide Use Data in Suppeort of the
Hegistrations of MON 810, MON 863, MON 863 » MON 810,
MON 88017, MON 38017 - MOWN 819, MON 85034 (=
MNR603), MON 85034 « MON 85017, MON 89034 < TC1507 48367800 524 OWN Terms and Conditions
» MON 88017 x DAS-59122.7

Keller, P 2011, Annual Sales Repon for MON 810, MON 863,
MOMN 863 < MON 810, MON 88017, MON 88017 x

MON 810, MON 89034, MON 88017 = MON 83034, and 48367601 524 OWN Terms and Conditions
MON 23017 ~ MON 89034 = TC 1507 x DAS-59123-7

Zahora, A, and P Keller. 2011. 2010 Insect Resistance
Management Compliance Assurance Program Repon for

MON 89034 = TC1507 « MON 88017 = DAS-59122-7 Insect- 48367901 524 OWN [RM
pratected and Herbicide Tolerant Com
Signature Mame and Tille Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Buron March 11, 2016
LS Regulatory Manager
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Paperwork Reduction Act Notice: The public reporting burden for this collection of mformation 15 eshmated to averape 0 23 hours per response for registration activities and 0 23 hours per response for
reregistration and special review activities, including time for reading the mstructions and campleting the necessary forms. Send comments regarding the burden estimate or any other aspect of (his collection of
information. including suggestions for reducing the burden to: Director, OFPE Information Managewnent Division {2137}, U.8. Environmental Protection Agency. 401 M Sireet. 3. W._ Wazshington. DC 20460. Do not

send the form to this address,
DATA MATRIX
Date March 11,2016 EPA Reg No/File Symbol 62719-YYY Page 12 of 127
Applicant's/Registrant’s Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapotis, IN 46268 SmartStax® PRO Enlist™

ingredient DvSnf7 dsRNA and Bacillis thuringiensis Cry] A 105, Cry2 Ab2, CryiF, Cry3Bb1, Cry3d4Ab], und Cry3Sabl and the Genetic Material {Vector PY-ZMIR245, PHP 8959, PYV-ZMIR 10871, PH _:-ZJ
Necessary for their Production in MON 89034 =« TC 1507 « MON 87411 x DAS-59122-7 (OECD Limaue ldentifier MON-89@34-3 ~ DAS-01507-1 » MON-87411-9 » DAS-59122.7)

Guideline Reference Number

Guidetine Siudy Name

MRID Mumber

Submitier

Status

Note

Submission of Efficacy Data in Support of the Registration of
MON 89034 = TCI507 x MON 88017 ~ DAS-59122-7

48369700

OWN

Product Charactenization

Head. G, M. Carroll, L. Stork. el al. 2011 Com Rootwoarm
Adult Emergence from MON 85034 = TC1507 = MON 88017
* DAR-59123-7, MON 88017, DAS-39122-7, and Non-Bt
Com with Varipus Egg Dengities in 2010 ULS, Field Trialg

48369701

524

UWN

Administrative Materials for the Apolication to Register the
Plunt-Incorporated Protectan, Bacillus thuringiensis

CrylA 105, CryZAb2, CrylF. Cry3Bbl, Cry3 and Cry33
Proteins and the Genetic Materials {Vectors PY-ZMIR245,
PHPE999, PV-ZMIR39, and P1IP17662) Necessary for their
Producuon i MON 858034 ~ TC 1507 x MON 88017 ~ DAS.
59122-7.

324

OWN

Administrauve
» L]
L} L |
agAeEN =k N

Bums, J.A. 2008. Human Health and Environmenial
Assessinent of the Flant-Incompuorated Proteciam Bacillus
thuringiensis Cryl A 103, Cry2Ab2, CrvIF. Cry3Bbl,
Cry34Ab1, and Cry35Ab1 Proteins Produced in the Combined
Trant Com Product MON 85034 x TCI507 » MON 88017 =
DAS-39122-7. Monsanto Technical Repont MSLO021223

47444901

524

OWN

[ LI
L L L 3
L

L)

- »
AdpadS

[ L XN N .
- L ]
Proﬁwb("rmamerizam .
L 3

Rice, J¥. 3008 Surmmary of Southemn RBlot Analyses 1o
Con{irm ihe Presence of MON 89034, TC 1507, MOM 88017,
and DAS-59122-7 in the Combmed Trait Corn Product MON
89034 = TCL507 =« MON 88017 ~ DAS-59122-7 Monsanto
Technicat Repont MSL.0021265.

47444602

524

DWN

[ 1121
L] []
. L ]
[ R A X 2}
- -
LEE LN} ]
-
Product Charactenzawons
L ] & &

Signature

SEE PAGE 1 FOR SIGNATURE

Mame and Tiile

Stephanie L. Burton
US Regulatory Manager

Date
March 11, 2016
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Form Approved OMB No. 2070-0060
oy UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Netice: The public reportimg burden for this collection of infbrmation is estimated to average 0.25 hours per response for registration activities and {t 25 hours per response fior PR
reregistration and special review activities, including time for reading Lthe instructions and completing the necessary forms. Send cunments regarding the burden estimate or uny other aspect of this collection af 1
iformation. including suggestons for reducing the hurden io- Director, OPPE Information Management Division (2137), 1.8 Environmental Proteclion Agency, 401 M Street. SW | Washington, DC 2046¢ Donot

send the form 1o this address soe san
DATA MATRIX Tt .

Date March 11, 2016 EPA Reg No/File Symbal 62719-YYY rﬁéq'.e:m of 127 o

Applicant’s/Registrant’s Name & Address Product ¢ 8 .

Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Endist™ ssense senees

Ingredient DvSHH7 dsRNA and Bacilius thuringiensss Cry | A 105, Cry2 Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Matenial {Vectar PY-ZMIR245, PHP8999, PVEMIR 1R 71, PH_’ Thg )
Necessary for their Production in MON 85034 = TC1507 » MON 87411 = DAS-59122-7 {OECD Unique ldentifier MON-89@34-3 « DAS-Q1507-1 * MON-87411-9 = DAS-#9128-7%

LB B B A A J o

Guideline Reference Number Guideline Study Name MRiD Number { Submitier Siatus Note - "
Tavlot, J.P.. JR Groat. and ). D). Masucei 2007 Southern Blot
Analyses tw Conlirm the Presence of MON 83034 and MON
§8017 in the Combimed Trait Com Product MOMN 89034 =
TC1507 - MON 38017 =~ DAS-59122-7. Monsanio Technical 47494903 514 OWN Product Characlerization
Report MELOO2IGR2

Schafer, BW ,C.Q Cia,and 5 K Embrey. 2008. Scuthern
Blat Analyses to Confirm the Presence of TC1507 and
DAS-359122-7 in the Combined Trai Com Producl MON
#0034 x TC1507 x MON 88017 = DAS-39122-7. Dow
AgroSciences Study 11} 071179, 47444904 68467 PER Product Charactervzaton

Murphy. JLA. and ). 5. McClain. 2008. Summary of CrylA 105,
Cry2Ab2, CrylF, Cry3Bb1, CP4 EPSPE, Cry34Abl,
Cry35Ab]1 and PAT Trotein Levels in the Combined Truut Comn Product Characleruation
Product MON 89034 ~ TC1507 ~ MON 88017 = DAS-59{22- 47444905 524 OWN

7 Produced in US Figid Trials in 2006 Monsanto Techmical
Report MSLO021266.

Stillwell. L and A Silvanovich 2007, Asscssment of
CrelA 103, Cry2Ab2, Cry3Bbl, and CP4 EPSPS Protemn
Levels in the Combined Trail Com Produc MON 85034 =
TC1307 ~ MON 88017 » DAS-59122-7. Monsanto Technival 47444906 524 OWN Prod uetron Characterization
Report MELOD2Z 1070

Phillips, A M. 2008. Cry34Abl Cry33AbL. CrylF, and PAT
Protein Levels in Hybrid Maize TC1 507, BAS-35122-7. MON
$9034 = TC1507 » MON BRO17 < DAS-59122-7 and a

Conventional Control from the Munsanto 2006 Production Plan 47444907 68467 PER Product Charactenizatinn
06-01-52-04. Dow AgroSciences Study 1D U6 1U26.Ub.
Signature Name and Title Date
SEE PAGE 1 FOR S3IGHNATURE Stephanic L. Burton March 11, 2016

US Regulatory Manager
EPA Form 8570-35 (5-87) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy
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@‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k_) 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Natice: The public reporting burden for this collection of information is estimated to average ) 25 howrs per response for registration activities and (.25 hours per response for
reregsiration and special review activities, including time for reading the instructions and completing the necessary forms. $end comments regarding the burden estimate or any cther aspect of this collection of
information. including supgestions for reducing the burden to: Director, OPPE Information Management Division (2137), US Environmental Protection Apency, 401 M Street. 8 W .. Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date March 11, 2016 EPA Reg NofFile Symbol 62719-YYY Page 14 of 127
Applicant's/Registrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, TN 46268 SmartStax® PRO Enlist™

Ingredien] DvSnf7 ¢sRMA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cryl F, Cry3Bb1, Cry34Abl, and Cry35Ab1 and the Genetic Matenal { Vector PV-ZMIR245, PHPR999, PV-ZMIR 10871, PH> 7622}
Necessary for their Production in MON §0034 « TC 1507 x MON 87411 x DAS-59122-7 (OECD Unique 1dentifier MON-89334-3 < DAS-Q1537-1 » MON-874{1-9 x DAS-58122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Slatus Note

Levime, S. 2008, Swudies Performed 1o Evaluaie 1he Polential

far Internctions among Cry Proteins Produced by MOM 80434
« TC1507 » MON 88017 »~ DAS-59122-7. Mensanto Enyironment Assessment
Technical Report MSL0021267. 47444908 S24 OWN

MacRae, T. 2008. Evaiuation of Potential for meraction
Between the Baciifies thuringiensis Cry3Bb1, Cry34Abl, aml )
Cry35Ab! Proteins. Monsantd Technical Report MSLO020554 47444900 524 QWN Environmenial Asseastmant

Levine, 8 2008, Evailuation of Lhe Poleatial for Interactions
amang Cry Protens Produced by MON 89034 « TC 1507
MON 38017 « DAS-59122-7 by Insect Bicassay Monsania

. Envi I Ass t
Technical Report MSLOO21104 1434910 524 OWN AriroRmental Assessmen
L J W
* »
Head, G. and N. Storer. 2008, Insect Resistance Management tasuws Ll
Plan for MON 85034 « TC1507 ~ MON 88017 » DAS-59122- HER .
7 Monsanto Technical Repor MSLO021285. 474449] | 524 OWN . WRM .
YR RED [Z R X R E ]
Levine, S_and I. Huesimg 2008 Fndangered Species Impact Sae’ sane
Assessment tor the Combined Trait Com Product MON 89034 PP, esse
& TC150T = MON §80717 < DAS-39122-7 Monsanto
E al
Technical Report MSLO021268 47449912 324 OWN Tf?ffdm Assessmant
L ] -
Signature Name and Title Dale i ®
SEE PAGE 1 FOR SIGNATURE Stephanic L. Burton March 11, 2016 LT
US Reguiatory Manager ss &
EPA Form B570-35 (9-97} Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy
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401 M Street, S.W.

@‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
~ WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response {or registration activities and 0.25 hours per response for s o
reregistration and special review activities, mcluding time for reading the instructions and completing the necessary forms Send comments regardimg the burden estimate or any other aspect of this collection fe P
information. ncluding suggestions for reducing the burden to: Iirector, OPPE Information Management Division {2137), 7S Environmental Proteclion Agency, 401 M.Street, 3.W .. Washinglon, [XC 2046¢. Do not

send the form 1o this address. sccese
DATA MATRIX "E": .

Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY fpsg:e:w of 127°%°

Applicant's/Registrant’s Name & Address Product v R

Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46263 SmartStax® PRO Folist'™ ssssse sacces

"
Ingredient DvSnf7 dsRNA and Baciilus shunngiensts Cryl A.105, Cry2Ab2, CrytF, Cry3Bbl, Cry34Abl, and Cry33Ab! and the Genetic Material (Vector PV-ZMIR245, PHP8959, PVEMIR10RT1, PHP 1 76.7)
Necessary tor thewr Production in MON 89034 « TCI507 « MON 87411 x DAS-39122-7 (OECD Unigue ldentifier MON-$934-3 « DAS-01507-1 » MON-E7411-9 < DAS-#%124-T)

L 3 L) LA LK |

Guideline Refererice Number Guideline Study Name MRIO Number Submitter Status Note L

Paradise, M. 2008 Evaiuation of Potential Dietary Effects of
Pollen From the Combined Trait Com Product MON 89034 =
TC1507 x MON B3017 = [XAS-59122-7 on the Ladybird Beelle
Coleamegiiia macudaia (Coleoptera, Coceinellidae). Monsanto 47444913
Technical Report MS1. 0021036

524 OWN Ervironmental Assesgment

Updated Compliance Assurance Plan, Educational Materials,
IRM Monitaring, and a Remedial Action Plan for MON 89034
(EPA Reg. No 534-375) and MON 89034 = MON 88017 (EPA
Reg. No. 524-376) Insect-Protected and Herbicide-Tolerant 48369601 524 OWN Terms & Conditions
Com

Annual Sales Report for MON 810, MON 863, MON 863 x
MON 810, MON 88017, MON 83017 < MON 810,

MON 89034, MON 88017 » MON 83034, and MON 88017 »
MON 89034 « TC1507 » DAS-59122.7 (EPA Reg. Nos. 524- N N
489, 524-528, 524-545. 524-551, 524552, 524575, 524-576, 483678-01 524 OWN Terms & Conditians
and 324-581)

Enhanced [nsect Resistance Management Compiance

Assurance Program for Corn Borer Protocted Bt Com, Com »
Rootworm-Protected Bt Corn, and Com Borer / Comn 483751-01 ADSTC Terms & Conditions
Rootworm Protected Stacked Bt Corn

Daseline Assessment of B3t Susceptibility of Corm Earworm, L [RM- o
Helicoverpa zea, 1o Cry LA 105; 2009 Collections and Assays 48207401 524 OWN Condition of Registratiun
{Lang, B. 2010}
Signature Name and Tille Date
SEE PAGE 1 FOR SIGNATURE Stephanic L. Buston March 11, 2016
US Regulatory Manager

EPA Form B570-35 (8-97) Electronic and Paper versions available. Submit only Faper version Agency Internal Use Copy
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Forn Approved CMB No. 207G-0060

Paperwork Reduction Art Nofice: The public reporting burden for this collection of information is estimated 10 averape (.25 hours per response for registration activities and 025 hours per response for
Teregistration and special review activities, including ime for reading the instructions and completing Lhe necessary forms. Send comments Tegarding the burden esumate or any other aspect of this collection of
wiormation, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), {J &, Environmental Protection Agency, 401 M Sweel 8 W, Washington, DC 2(460. De not

send the form 1o this address,

DATA MATRIX

Date March 11, 2016

EPA Reg No/File Symbol 62719-YYY

Page 16 of 127

Applicant's/Registrant’s Name & Address
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, [N 46263

Product

SmartStavl PRO Enlin™

Ingredient DvSnf7 dsRNA and Bacidius thuringiensis Cry LA 105, Cry2Ab2, CrylF, Cry3Bb1, Cry34Abl, and Cry35ab! and the Genetic Material (Vector PV-ZMIR 245, PHPES9S, PV-ZMIR 10871, PH 7622)
Necessary for their Production in MON 89034 « TC1507 = MON §7411 = DAS-36122-7 (QECD Uiruque [dentifier MON-89G134.3 » DAS-O1507-1 ~ MON-87411-9 « DAS-56122-T)

Guideline Reference Number Guideline Study Name MRID Mumber Subrmitter Status Note
Baseline Susceptibility of the European Com Dorer, Ostvima . IRM-
nubitasis. to Cryl A.105 and Cry2Ab2 Bt Proteins (Siegiried, 48207402 324 OWN Condition of Registration
B and Spencer. T 2010)
2010 Inseet Resislance Management Compliance Assurance . m‘.\'{' .
Propram Report for Com Borer Protected Bt Corn MON §9034 524 OWN Condition of Fegrsiatin
{EPA Reg. No 324-573) A
Baseline Susceptibility of Southwestern {om Borer, Liagiraea TRM-
prandipsella, o Cryl A 105 amd Cry2Ab2 Bt Proteins (Song, 35207403 324 OWN Candition of Registration
Q_Sun, Y_and Wang Q 2069)
Annual Sales report for MON 810 {(EPA Reg No. 524-489),
MON 863 {LPA Reg. No. 524-318}), MON 863 x MON 810 [ * [ :
(EPA Reg No. 524-545). MON 88017 (EP'A Reg. No. 524- Sessss  as e
531;, MON 89034 (EPA Reg No. 524-575) and MON 89034 x 1796 1441 524 OWN s 1§ & Conditiong
MON 88107 (EPA Reg No. 524-576) : * * . .
L1 N N Y] ddpane
L] » -
Updeted Compliance Assurance Plan, Educational Marerials, . »
IRM Monitoring, and a Remediat Action Plan for MON 89034 POV D
and MON 85034~ MON 88017 Insect-Protected and Herbicide- 479033501 524 QWN #Gondikons of Ragieiralion
Tolerant Com (Keller. P. 2011) . »
L Kk & B |
Signature Name and Title Date teeene
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11,2016 .
L% Regulatory Manager Beer

EFA Form 8570-35 {9-97) Electronic and Paper versions availabie. Submit only Paper version

Agency internal Use (.:opy .
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Form Approved OMB No. 2070-0060
-’"‘-] UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@, 401 M Street, S W,
WASHINGTON, D.C. 20460 S

Paperwork Reduction Act Notice: The pubhc reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0 25 hours per responsefor @ = @
reregistration and special review activilies, including time for reading the mstructions and completing the pecessary forms. Send comments regarding the burden estimarte or any other aspect of this collection'o
miurmation, including suggestions for reducing the burden to: Director, OPPE Information Munagement Divisiom (2137). 11.5. Environmental Prolection Agency. 401 M Street. 8 W _ Washinglen. DC 204& be W
send the form 1o this address.

LA N LA J
>
DATA MATRIX . .
ghad L3 ] :!
Date March 11, 2016 EPA Reg No./File Symbot 62719-YYY Page 17 of 127 seee
Appiicant's/Regislrant's Name & Address Product esteet teeeas
Dow AgroSciences, 9330 Zionsville Road, Indianapohis, IN 46268 SmanSax® PRO Enlist™ N -t
Ingredient DySnf7 dsRNA and Baciffus thuringiensis CrylA. 165, Cry2Ab2, CrylF, Cry3iBh!, Cry34Abl, and Cry33ab1 and the Genetic Materal { Vector PY-ZMIR 245, PHFR999, P\’-Z 19871, PHr 1 8.2
MNecessary for their Production in MON 80034 « TCISGT « MON 87411 ~ DAS-59122-7 (OECD Unique ldentifier MON.89334-3 » DAS-(15007-1 = MON-. 8?41 1-9 = DAS.:-EH W) ss wa _._]
Guideline Reference Number Guidetine Study Nama MRID Mumber Submitiar Status Mate . .
Supplemental Infarmation for MRID No. 46951402 “Amended . )
Repert for MSL-20072: Molecular analysis of Corn MON 47127503 524 OWN Product Charocterization

85034™.

Supplemental Information for MRID No 46951403

~Asgessment of the CrylA. 105 and Cry2 Ab2 Protein Levels m 3
Tigsues of Insect-Protecled Com MON 89034 Produced in 47127505 524 OWN Product Charactenzation
2005 U5, Field Trials™

Bogdanova, N.N. 2006, Human Health and Environmenal
Assessment of the Plant-[ncorporated Proteciant Bacilius o
thuringtenses Cry1A. 105 and Cry2Ab2 Proteins Produced in 1695 14-0t 524 OWN Produet Characterization
Com M{ON 89034,

Rice, J.F., B.). WolfY, IR, Groat. N.K. Scanlon, J.C. Jenungs.
and J D Masuccl. 2006 Amended Report for MSL-20072

Molecular Analysis of Carn MON 89034, Monsanio Technical 46951302 524 OWN Product Characterization
Report MSL-20311.

Hartmann, AL, K E. Niemeyer, and A. Silvanovich. 2006,
Assessment of the Cryl A 103 and Cry2 Ab2 Progein Levels in
Tissues ot lnsect-Protected Corn MON 88034 Produced in

2005 U.S. Field Trials. Monsanto Technical Report MSL- 46951403 524 OWN Product Characterization
20285
Signature MName and Title Dale
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burion March 11, 2016

US Reguiatory Manager

EPA Form 8570-35 (3-97) Electronic and Paper versions availaiie. Submit only Paper version Agancy internal Use Copy




Dow AgroSciences 3rafl 312

Form Approved OMB No. 2070-0060
@ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
L _) 401 M Street, S.W.,
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this callection of information is estimated to average €25 hours per response for registratron activities and 0 25 hours per response for
reregistration and special review activities, including time for réeading the instructions and completing the necessary forms Send comments regardmg the burden estimate or any other aspect of this collection of

mformation, including suggeslions for reducing the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Proleciion Agency, 401 M Street. 5 W . Washinglon, DC 20460 Do not
send the form 1o this address.

DATA MATRIX
Date March 11, 2016 EPA Reg NoJFile Symbol 62719-YYY Page 18 of 127
Applicant'sfRegistrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™
ingredient DvSnf7 dsANA and Bacillus thuringiensis Cryla. 105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Ab1, and Cry35Ab1 and the Genetic Material ¢ Vector PV-ZMTR245, PHPB999, PY-ZMIR 10871, PHy1 7622 )
Necessary tor their Production in MON 89034 < TC 1507 < MON §¥4 11 = DAS-59122-T (OECD Umique Identifier MON-896134-3 < DAS-0J1537-1 » MON-87411-9 ~ DAS-59122-7) _|
Guideline Reference Number Guideline Study Name MRiD Numbser Submitier Status MNote

Karunanandaa, K.. JJ Thorp. M E. Goley, S.L. Leving, and A,
Silvanovich, 2006 Characterization of the Cry2Ab2 Protein

Purified from the Comn Grain of MON 89034 and Comparison
of the Physicochemical and Functional Properties of the Plant- o
Produced and E. codi-Produced Cry2Ab2 Proteins, Monsanto 46951404 524 OWN Produet Characterization
Technical Report MST-20071.

Levine. S L andJ Uftman. 2006. Evaluation of the

Functicnal Equivalence of the Cry2Ab2 Protein Produced in
E.Coli and Bt Against a Sensitive Lepidopteran Species. 469514-05 524 OWN Produet Characterization
Monsanto Technical Report MSL-20132.

Rice, LF,B). Wolft, }.C. Jennings, and F.1. Masuear 2005

Surmmary of Southern Blot Analysis of MON B%034 and MON 466945-01 524 OWN Product Characterizalion
£9597 Com  Monsanto Techrucal Report MSL-20068 . a
Goertz, B., T. Ganguly. J. Lee, T. Lee, and E A. Rice. 2003, saases Voo ae
Characterizatton of the Cryla 105 Protein Purified from the . =
Com Grain of MON 89034 and Compenson of the A *
Physicochemical and Functicmal Properties of the Plant- d66946-0d 524 emsese Tesase
Produced and E.codi-Produced Cry1 A 105 Proteins  Monsanto OWN Praduct € haracterization
Technical Report MSL-19960. PPN shes
[ 2 ¥R ] e : L]
L] L J
Supplemenial Information for MRID No. 46951402 “Amended escan’ ¢
Report for MSL-20072: Moleculsr analysis of Corm MON 471275-03 524 OWN Product Charactédigalipl o
890347 : .
Signature Name and Title Date « 0%
SEE PAGE 1 FOR SIGNATURE Stephanic L. Burion March 11. 2016 o
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions avatable. Submit only Paper varsion Agency Internal Use Copy
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Fommn Approved OMB No. 2070-0060

-'“'*-‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 025 houss per response for registration activines and 0.25 hours per response for "%, 3

reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection ab ¢ &
intormaton, weluding suggesnons for reducing the burden to Director, OPPE [nfarmation Management Division (2137, 1.5, Envirenmental Protecuon Agency, 401 M Saeet. 5. W, Washington, DC 20460 Do not

send the form to this address. 10ecee
LI R R L)
DATA MATRIX = e .
Date March 11, 2016 EPA Reg No fFile Symbol 62719-YYY | Pagg190f127 3,44
Applicart’s/Registrant's Name & Address Product T -
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartSiax® PRO Enlisi™ ssasse faence

ingredient DvSni7 dsRNA and Bacillus thuringsensis Cry | A 105, Cry2 Ab2, CrylF, Cry3Bbi. Cry3dADb1, and Cry35Ab1 and the Genetic Material { Vector PV-ZMIR245. PHP8999, PVeZMBR 13871, PHo 76 2,
Necessary for thew Production in MON 89034 * TC 1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-83034-3 = DAS-1507-1 » MUON-87411-9 > DASES9] 2.7 . an

Guideline Reference Number Guideline Study Hame MRID Number Submitter Status Note *e s

Supplemental information for MRID No 46931403

“Assessment of the CrylA.105 and Cry2 Ab2 Proiein Levels in
Trssues of [nsect-Protected Corn MON 89034 Produced in 471275.05 524 OWN Product Characterization
2005 U.5. Field Trials'

Bogdanova, N.N. 2005, Suucrural and Functicnal Similarity
of the Cry1A_105 Protem to Cry 1 A Class of Bacilus

thuringiensis Proweins. Mansanto Technical Repon 03-RA-62- 366946-01 524 QOWN Producet Charact=-izahirn
ol

Dudin, ¥ A and P. Chunnadurai. 2005 Qualiative Detection
Method for the Cry2Ab2 Proein in Com Leaf and Seed of

MON 89034 and MON 89397 Monsanto Technical Report 05- 46694503 s OWN Product Characterization
RA-39-04
Bonnetie, K.L. 2006. An acute oral foxicity study in mice witlh 46951406 524 OWN Human Health Assessment

Cry2Ab2 protein Monsanto Study CRO-2005-049

Kapadia, 5.A and E A Rice. 2006 Assessment of the w vrire

Digestibility of the Cry2Ab2 Protein in Simulated Gastric 46951407 s34 OWN Human Health Assessment
Flutd. Monsanio Technical Report MSL-19931.
Signature Name and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burlon March 11, 2016
US Regulatory Manager

EPA Form 8570-35 (9-97) Electranic and Paper versions available. Submit only Paper version Agency intermal Use Copy
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Form Approved OMB No. 2070-0060
. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Straet, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduetion Act Notice: The public reportimg burden for this collection of information is eshmalted to average (.25 hours per response for tegistration activities and 025 hours per esponse lor
reregistration and special review activities, including time for reading the mstructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
intormation, meluding suggeshons for reducing the burden to. Direcior, GPPE Information Management Division (2137}, ULS. Environmeniul Protection Agency, 401 M Steel 5. W Washington, DC 20460, Do not
send the form to this address.

DATA MATRIX

Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY Page 20 of 127
Applicant's/Registrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapoiis, IN 46268 SmanStax® PRO Enlist™

Ingredient DwvSnf? dsRNA and Bacillus thuringiensis Cry1 A.105, Cry2Ab2, CrylF. Cry3Bbl, Crv34AbY, and Cry335Ab) and the Genetic Material {Vector PV-ZMIR245, PHPRSGS, PV-ZMIR 10871, PH1 76.%)
Necessary for their Productien m MON 89034 < TC1507 « MON 87411 » DAS-3%122-7 (OECE Unigue ldentifier MON-39634-3 - DAS-01507-1 ~ MON-§7411-9 ~ DAS-59122-T)

Guideline Reference Number Guideline Study Name MRID Number Submitler Slatus MNote
Kapadia, $. and E.A. Hice 2005. Asseasment of the in vitrp Humen [lealth %_s:ment
Digestibility of the Cryl A 105 Protein in Simulated Intestinal 469514-08 524 OWN

Fluid. Monsamto Techmical Report MSL-19230.

McCoy, R.L. and A. Silvanovich, 2005. Bioinformatics
Analysis of the Cry1 A 103 Protein Ltihzmg the AD3.

TOXINS, and ALLPEPTIDES Databases. Monsanto Technical 466946-03 524 OWN Human Health Az zssm e
Report M51.-19686,

Thorp, 1 ). and M.E. Goley, 2006. Assessment of the in niro
Digestibainty of the Cry2Ab2 Prolein in Simulated Intestinal 469514-09 524 OWN Human Health Assessment
Fluid. Monsanio Technical Repon MSL- 19938 :

L ] L]
McClain, 1.5, and A. Silvanovich. 2006. Diowmformatics L
Evaluatien of the Cry1A.105 Protein Utilizing the ADS, - e
TOXINS, and ALLPEPTIDES Databases. Monsanto Technical 16951410 34 OWN Alurmman Mealth Assessmen
Report MSL-20351. . -
e w .
L ] »

a*ae [ LR 1]

Kapadia, 8 A and E A, Rice. 2005, Assessment of the in vitro .
Digestibility of the Crv A 105 Proteirt in Simulated Gastri 466946-06 524 OWN TGP Jealth ARIR_ Rent

Fluid. Monsanto Technical Report MSL-19929. - +
Signature Name ard Title Date essene
SEE PAGE 1 FOR SIGNATURE Stephanic L. Burlon March 11, 2016 vaee

US Regulatory Manager L

EPA Form B570-35 (9-97) Eteclronic and Paper versions availabie. Submit only Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
&) 401 M Street, SW.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Nofice: The public reporting burden for this collection ol nformation 1s estimated to average 0.25 hours per response for registration activities and 0 25 hours per response for & o @
reregistration and special review activities, ineluding time for reading the instructions and completing the necessary forms. $end comments regarding the burden estimate or any other aspect of this collection®? * *
intormation. ncluding suggestions tor reducing (he burden to: Director, OPPE Information Management Division (2137), U 8. Environmental Protection Agency. 401 M Street. 5. W.. Washington, DC 2{]460 Pg ;u‘l

send the form to this address. .

L R ] . X3 .

DATA MATRIX :

ey - Y 2 . [ ]
Date March i1, 2016 EPA Reg NoJFile Symbol 62719-YYY -I Pelge 2107127 sasne
Appticant’s/Registrant’s Name & Address Product H Ceesee
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enjise™ ereess M
Ingredient DvSni7 dsRNA and Bacillus thuringiensis Cry 1 A 105, Cry2 Ab2, CryF, Cry3Bb1, Cry34Ab, and Cry35Ab1 and the Genetic Material (Veotor PY-ZMIR243, PHP8950, PW-ZMIR 0371, PHY | 7422)

Necessary for their Production in MON 89034 « TC 1507 » MON 87411 » DAS-39122-7 (OECD Unique ldentifier MON-856133-3 <« DAS-@1507-1 » MON-87411-9 DAQ&‘)J:?,@) ow we _I
[ ) ¥

Guideline Reference Number Guideline Study Mame MRID Number Submitler Status Nole . .

Goley, M E. and J.J Thomp. 2005. -Immunudciccnon of
Cry2Ab2 and Cryla 105 Proteins in Com Grain from MON

86034 Following Heat Treatment  Monsanto Technical Report 465945.07 524 OWN Human Health Assessment
MSL-19899.
Bonnette, K L. 2005 An Acule Oral Toxiciy Study in Mice 466946.03 524 OWN Human Health Assmssment

wath Cryl A 103 Protein. Monsante Study CRO-2005-050

McClain, J.3 and A, Silvanovich. 2006, Biemformatics

Analysis of the Cry2Ab2 Protein Utiizing the ADS, TOXINS,
and ALLPEPTIDES Databases Monsanto Technical Report 4695 14-11 524 owWN Human Health Assessment
MSL-20307.

Davis, 8 W. 2006, Comparison of Broiler Performance and

Carcass Parameters When Fed Dicts Contamning MON 89034,
Conirol o7 Commercial Com. Movsanto Study 05-01-50-13, 469514-12 524 OWN Human Health Assessment
Amended Report.

MacKae, T.C., C.R Brown, and 5.1. Levine. 2006. Spectrum

of Insecticidal Activity of Bacillus thunngiensis Cry1 A.105 46951413 524 DWN Environmental Assessment
Protein. Monsanto Technical Report MSL-20230.
Signature MName and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burion March 11. 2016
US Regulatory Manager
EPA Farm 8570-35 (8-57) Electronic and Paper versions available. Submit onty Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
‘@‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k _) 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduclion Act Notice: The public reporting, burden for this collection of information is estimarted to average 0.25 hours per response Lor regisiration activities and 0 25 howrs per response for
reregigiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate o any other aspect of this collection of

intormation. including suggestions for reducing Lhe burden to: Divector, OPPE Information Management Division (2137), U 8. Enviconmentol Protection Agency, 401 M Street, § W, Washmglon, DC 20460 Do not
send the form to this address.

DATA MATRIX
Date March 11, 2016 EPA Reg NofFile Symbol 62719-YYY Page 22 of 127
Applicant’s/Registrant’s Name & Address Product o
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SinariStax® PRO Enlist™

Ingredient DvSnf? dsRNA and Bacilhes thuringiensis Cry LA 105, Cry2 A2, Cry IF, Cry3Bb1, Cry3dAbl, and Cry3SAB1 and the Genetic Material (Vector PY-ZMIR245, PHPRS99, PY-ZMIR 10871, PHPI ‘E]!ﬁ)
Necessary for their Production in MON 89034 « TC 1507 x MON 87411 x DAS-39122-7 (GECD Unique Ldentifier MON-8%034-3 <« DAS-Q15307-1 ~ MON-8741§-9 ~ DAS-39122-7}

Guideline Referencge Number Guideline S{udy Name MRID Number Submittey Status Note

MacRae, T.C., C.R. Brown, and 5.L. Leving, 2006, Spectrum
of Insecticidal Activity of Bacilfus thuringiensis Cry2 Ab2 469514 14 524 OWN Environmental Asses<ment
Protein, Monsanio Technical Report MSL-2(0229,

Headrick, J. M., O. Heredia, 1.0. Oyediran, and T.T. Vaughn
2006, Assessment of the Efficacy of Lepidopteran-protectad
Com MON 85034 and MON 89597 Apainst Major [nsect Pests _
in United States, Puerto Rico and Argentina During 2003-2004 369314-15 524 OWN Environmental A_s_ssm.nt
Seasons. Monsanto Technical Report 05-RA-39-05.

Teixeira, . 2006, Evaluation of Dietary Eftects of

Lyvphilized Leaf Tissue fram Com MON 83034 in 2 Chronic _
Exposure Study with Collembola (Folsomia candida), 469514-16 324 OWN Environmental Assessment
Monsanto Technical Report MSL-20169.

. a s
Palmer, 5.J. and F O. Krueger. 2006. Lvaluation of Exposure ettt ae oe
to MON 89034 with the Cladoceran Daphnia magna: An acule a @ 9 L4
static-renswal test with com pollen. Monsanto Study WL- 469514-17 524 OWN Bhvironm®ntal Assgssmeny
2005-011. senuos sssese
. * [ 1 2 ¥ ]
Sindermann, A.B.,J.R Porch, and HO. Krueger. 2006. s M
Evaluaticn of Potential Effects of Exposure to Cryl A 103 R ssss
Protein in an Acute Study with the Earthworm in an Artificial 460514-18 524 OWN Enviginmgital Assessmant
Soil Substratc. Monsanto Teehnical Report MSL-20147. neves . =
L E A & & L J
Signature Mame and Title Date .
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton Mareh 11,2016 LU,
US Regulatary Manager o @
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for °e o
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection®§ e o 0
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, S.W., Washington, DC 2046Q, I’z .5t

send the form to this address. eesscece
DATA MATRIX et .

Date March 11,2016 EPA Reg No./File Symbol 62719-YYY l'aa'g} _'23 of 12" :' .

Applicant’'s/Registrant's Name & Address Product : e R

Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ sosoce secese

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbi, Cry34Abl, and Cry35Abl and the Genetic Material (Vector PV-ZMIR245, PHP8599, PVEMIR 1871, PHP]76%2)
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89@34-3 x DAS-01507-1 x MON-87411-9 x DAS-99128-7p

Guideline Reference Number

Guideline Study Name

MRID Number

Submitter

Status

Note e o o
[ ] ]

Richards, K.B. 2006. Evaluation of the Dietary Effect(s) of a
Cry1A.105 Protein on Honeybee Larvae (Apis mellifera L.).
Monsanto Study CA-2005-071.

469514-19

OWN

Environmental Assessment

Richards, K.B. 2006. Evaluation of the Dietary Effect(s) of a
Cry1A.105 Protein on Adult Honeybees (Apis mellifera L.).
Monsanto Study CA-2005-072

469514-20

524

OWN

Environmental Assessment

Paradise, M.§. 2006. Evaluation of Potential Dietary Effects
of Cry1A.105 Protein on the Ladybird Beetle, Coleomegilla
maculata (Coleoptera: Coccinellidae). Monsanto Technical
Report MSL-20150.

469514-21

OWN

Environmental Assessment

Paradise, M.S. 2006. Evaluation of Potential Dietary Effects of
Cry2AD2 Protein on the Ladybird Beetle, Coleomegilla
maculata (Coleoptera: Coccinellidae). Monsanto Technical
Report MSL-20151.

469514-22

OWN

Environmental Assessment

Teixeira, D. 2006. Evaluation of Potential Dietary Effects of
Cry1A. 105 Protein on Minute Pirate Bugs. Orius insidiosus
(Hemiptera: Anthocoridae). Monsanto Technical Report MSL-
20170.

469514-23

524

OWN

Environmental Assessment

Signature

SEE PAGE 1 FOR SIGNATURE

Name and Title

Stephanie L. Burton
US Regulatory Manager

Date
March 11, 2016

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version

Agency Internal Use Copy

38
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Forra Approved OM3 I'c. 2070-G060
R~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, S.W.
WASHINGTON, D.C. 204560
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average .25 hours per response for registration activities and (.25 hours per response for
Teregistration and special review activities, including time for reading the mstructions and completing the necessary forms. Send comments regarding the burden estimae or any other aspect of this collection of

intformation, meluding suggestions for reducing the burden to: Director, OFPE Information Management Division (2137), US. Environmental Protection Agency, 401 M Sueet. SW , Washingiwon, DC 2077 Dh, .ot
send the form 1o this address.

DATA MATRIX
Date March 11, 2016 EPA Reg No./File Symbot 62719-YYY [ Page 24 of 127
Applicant'sfRegistrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmariStax® PRO Enlisi™

Ingredient DvSnfT dsRNA ang Baciflis thuringlensis Cryla 105, Cry2Ab2, CryIF, Cry3Bb1, Cry34Abl, and Cry35Abi and the Genetic Material {Vector PV-ZMIR24 5, PHPS99%, PV-ZMIR 10871, “HP: ?622)
Necessary for their Production in MON 89034 =« TC1507 x MON 87411 = DAS-30123.7 (QECD Unique ldenatifier MON-800334-3 + DAS-O1507-1 * MON-87411-9 » DAS-54122.7)

Guidetine Reference Number Guideline Study Name MRID Number Submitler Status Note

Teixeira, D 2006. Evaluation of Polential Dietary Effects of
Cry2Ab2 Protein on Minute Pirate Bugs, Oriuy insidiosus )
{Hemiptera: Amthocoridee). Monsamo Technical Report MSL- 469314-24 524 OWN Environmentl Assessment
20171,

Sindermanm, A.B., JR. Porch, and H O, Krueger. 2006,
Evaluation of Potential Effects of Exposure o CrylA 103
Protem in an Acute Study with the Parasitic Wasp, fehnewnon
provtissorius (Hymenoptera: [chnewmonidae). Monsanto 469514-25 524 OWN Environmental Assessment
Technical Report MSL-20143.

Gallagher. $.P. and 1.B. Beavers. 2006. Evaluation of

Potential Dietary Effects of MON 89034 with the Nerthermn _
Bobwhile” an Eighi-day Dietary Study with Corn Grain. 469514-27 524 OWN Emvironmental Asscssment
Monsante Technical Repon WL-20065-012.

Mueth, M., T Curran, J. Warren, §. Dubelman, M. Glaspie, J.
Murphy, S. Levine, J. Holtmeyer, and C Jiang. 2006,

1 5 - »
Aerobic Soil Degradation of the Punfied Cry2Ab2 and 469514-28 524 OWN Environmental Asecssment
Cry1 A 105 Protzing, Monsanto Technical Report MSL-20174. = w s
: L : ¥
L] -
. L2 A 1R ) 48088
Huesing, JE., 1.J. Duan, and S 1. Levine 2006, Endangered . @ M
Species Risk Assessment for Com MON 89034, Monsanto 469514-29 324 QWN Environpftntal Assesgmepi,
Technical Repon MSL020394. L -
Signature Name and Tile Date : 2 .
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 117 261% e »
US Regulatory Manager Uttt

£PA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper versicn Agency Internal Lise Copje o »
- L] -
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Form Approved CMB No. 2070-0060

E} UNITED STATES ENVIROCNMENTAL PROTECTICN AGENCY
k_/ 401 M Street, S.W. LTI
WASHINGTON, D.C. 20460 sene

Paperwerk Redection Act Notice: The public reporting burden for this collection of intormation is estimated to average G.25 hours per response 107 regisiration activities and (.25 fiours per response for 5, .4 ¢

reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any other aspect of this colizctionof @

information, including suggestions for reducing the burden to: Drirector, OFPE Information Marnagement Division (2137). U.S. Exavironmental Protection Agency. 401 M Sizeet. 3 W, Wasﬂmgﬂd'. PC 26460, Dosnat
»

send the form ta this address. - s . e
L]
CATA MATRIX LN snon
Date March 11, 2016 EPA Reg No /File Symbol 62719-YYY PPagedsoriageecye
Applicant's/Registrant's Name & Address Product T .. .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ tevtee os o4

ingredient DvSnf7 dsRNA and Bacilius thuringiensis Cry1 A.105, Cry2 Ab2, Cry IF, Cry3Bbi, Cry34Abl, and Cry33Ab1 and the Genetic Matenal (Vector PV-ZMIR245, PHP399%, PV-7MIR10871, PHP1622)e
Necessany for their Production in MON 89034 # TC1507 « MON 87411 » DAS-39122-7 (OECD Unigue [dentifier MON-89@34-3 ~ DAS-@13507-1 x MON-#7411.9 » DAS-3%122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitler Status Note

MacRae, TC., C R, Brown, S L. Levine 2005 Evaluation of

the Potential for Interactions Between the Baciffus thuringiensis
Proteins CrylA 103 and Cry2Ab2  Monsanto Techmcal Report 468946-02 524 OWN Envirpnmenlal Assessment
MSL-19859.

Smdermann. A.B., LR. Porch, and HO. Krueger. 2006.
Evaluation of Potential Effects of Exposure to Cry2Ab2 Protein
inan Acule Study with the Parasitic Wasp, fchnewnon
promussorius (Hymenoptera: lehneumonidae), Monsanto 469514-26 M OWN Envirenmental Assessment
Technical Report MST.-20148,

Palmer, 5 ) end H.O. Krucger, 2000, Insect Protection Prowein
2: An Acute Toxicity Study With the Earthwonm m an _
Adtificial Soil Substrate. Monsanto Technical Repon MSL- 430863-13 524 OWN Envirerunental Assessment
16177

taga, V.L. 2000. Evaiuation of dietary efTeci(s) ol purified
Buciflus thuringiensis Cry2Ab2 protein on honey bee larvae. 45337102 524 DWN Environmental Assessment
Monsanto Technical Report MSL-16961

Teixgma, O 2000, Assessment of Chronic Toxicity of Certon
Tissue Containing lnsect Protechon Protein 2 i Collembola

{Folsoma candida), Amended report. Maonsanto Technical 450863-14 324 OWN Ervironmenlal Assessment
Report MSL-16174.
Signature Name and Title Date
SEE PAGE 1 FOR SIGNATURE Siephanie L. Burton March 11, 2016

US Regulatory Manager

EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
% UNITED STATES ENVIRCNMENTAL PROTECTICN AGENCY
@ 401 M Street, SW.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Nofice: The public reporting burden for this eollection of information is estimated to average 0.25 hours per response for registration aetivities and §.25 hours per response for
reregistration and special review activinies, meluding time for reading the instruchions and comgleting the necessury forms. Send comments regarding the burden estimate or any other aspeet of this collection ol
information. including suggestions for reducmg the hurden to; Dicector, OPPE Information Management Division (2137), U.S Enviranmental Protection Agency. 401 M Street, § W., Washmgion, DC 20460 Du not
send the form to this address

DATA MATRIX
Date March 11, 2016 E EPA Reg No/File Symbal 62719-YYY Page 26 of 127 |
Applicant's/Registrant's Name & Address Product o
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enligg™

Ingredient DvSnf7 dsRNA and Bacilius thurmgiensis Cry1A 105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry354b1 and the Genetic Material (Vector PYV-ZMIR245, PHPRG99, PY-ZMIR10871, FAP17622)
Necessary for their Production in MON 89034 » TC1507 x MON 87411 x DAS-39122-7{OECD Unique ldentifier MON-83034-3 < DAS-01 5807-1 x MON-87411-8 » DAS-50122-7)

Guideiine Reference Number Guideline Study Name MRIC Mumber Subrmitier Status MNote

Palmer, 5. and H. Krueger. 2000. Insect Protection Protein 2. A
Dielary Toxicity Study with Parasitic Hymenopiera {Nasonia 450R63-10 524 OWN Environmental Asscssment
vitripennis). Monganty Techmeal Report MSL-16173.

Maggi, ¥.[.. 2000, Evaluaton of the Dhetary Effect(s) of
Insect Protection Protews 2 an Adult Hopey Bees (Apis 43086308 524 OWN Environmental Assessment
melfifera 1..). Monsanto Technieal Report MSL- 16176,

Head, G 2006 Insect Resistance Meanagemern Plan for
Sccond Generation Lepidopteran-Protected Com, MON $9034. 4693 14-30 524 OWN 1RM
Monsanto Technical Report 06-RA-35-06

Bogdanova, N. and A. Crawford {2007). Public Lnterest
Document Supporting Regisiration of Bucillus thuringivnsis .
CrylA105 , CryZAb2 and Cry313b] Proteins in Insect- 47279701 524 OWN Benefits 0 o

Protected Corn MON 89034 and MON #9034 x MON 88017 it ’
[] ¥ & -
- L ]
Bogdanova, N., §. Dubelman, M. Mueth. ) Murphy and A. * .
Silvanovich (2007). Responses to EPA Questions Regarding ette arreee
Application 524-LTL to register Insect-Pratected Com MON 47140301 524 OWN ® on Misc cans
89034 (MRID 46951428) L .
Signature Name and Title Date s -
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11018 e e
US Reguistory Manager i
EPA Form 8570-35 {$-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy, . o
L] - »
e L]
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Form Approved OME No. 2075-0060

K UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 401 M Street, SW. LI
WASHINGTON, D.C. 20460 seve

Paperwork Reduction Act Notice: The public reporting butden for this collection of information 1s esimated 1o average 0.25 hours per response fof registravron activities and 0.25 hours per response 0T 5. 4 s o8
reregisiration and special review activities, including time for reading the insmructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collectiorat @
information. including suggestions for reducing the burden to; Director, OPPE Information Managsment Dhvision (2137), .8, Envimnmental Protection Agency, 401 M Sireet, § W Wadih§iSd DC 20460, Dugnot

send the form to this address onos . aaa
*
DATA MATRIX A maee
Date March 11,2016 EPA Reg No./File Symbol 62719-YYY prRge2T ol 123005
Applicant's/Registrant's Name 8 Address Product T A
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmariSiax® PRO Enlst™ eetel e o8

Ingredient DvSnf7 dsRMNA and Bacilhes thuringiensis CrylA.105, Cry24b2, CrylF, Cry3Bbl, Cry34 Abl, and Cry35Ab1 and the Genetic Material (Vector PY-ZMIR245, PHP2999, PV-ZMIR10871, FrlT‘l'?éiZ}o
Mecessary for their Production i MON 89033 « TC1507 « MON 87411 = DAS-39122-7 {OECD Unique ldentifier MON-89234-3 » DAS-P1507-1 ~ MON-87411-9 x DAS-39122-7)

Guideline Reference Number Guideling Study Name MRID Mumbar Submitler Status Note

Bogdanova, N, (2007} Responses to EPA Questions

Regarding Applications 524-LTL and 524-LTL 10 Hegister
Insect-Protected Corn MON 80034 and MON 89034 x MON 471275.01 524 OWN Miso
88017 (MRID 36951400 and 46951300

Bogdanova, N, (2007). Supplemental Intormation to Address

EPA Questions Regarding Applications 524-LTL and 524-LTL.
w0 Register [nsect-Protected Corn MON $%034 and MON 47079402 524 OWN Misc.
83034 x MON BR017 (MRID 4695 1400 and 46951300)

Acute oral toxicity in mice: CryVF Barciltus thuringiensis 24691101 53457 PER
subsp aizawal delia endotoxin

Effectiveness data for Buerlus thuringiens:s var. aizawai Cryl¥ 44691102 68467 FER
insect control protein as expressed in maize

44651113 63467 PER
Background detument on resistance management
Signalure Name and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanic L. Burton March 11, 2016

US Regulatory Manager

EPA Form 8570-35 (9-97} Electronic ang Paper versions available. Submit only Paper version Agency Infernal Use Copy
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Form Approved OMB No. 2070-0060
@- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
L _) 401 M Street, SW.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of miomation 15 estmated 10 average 0.25 hours per response for registration activities and O 25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing (he necessary forms. Send eomments regarding the burden estimate or any ether aspect of this collection or

infermation. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U S. Envitonmental Protection Ageney. 401 M Sureet, $ W . Washmglon. DC 20460. Do not
send the form 1o this address.

DATA MATRIX
Dale March 11, 2016 EPA Reg NoJFile Symbol 62719-YYY Page 28 of 177
Apphicant‘s/Registrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, [N 46268 SmartStax® PRO Enlisti™

ingrediant DvSnf7 dSRNA and Bacillus thuringiensis Cry1A. 105, Cry2AbZ, CrylF, Cry3Bb1, Cry34Ab1, and Cry35Ab] and the Genetic Material { Vectar PV-ZMIR245. PHPRS9Y, BV.ZMIR 10871, FHP17622)
Necessary for their Production m MON 89034 < TC1507 x MON §7411 x DAS-59122-7 {OECD Unigue [dentifier MON-§9034-3 < DAS-B15@7-1 > MON-87411-9 ~ DAS-38122-7}

Guideline Reference Number Guideline Study Name MRID Number Subrnilter Status Note

Produc Characterization Dava for Bacellus thuringiensis var. aizawal
Cry!F [nsevt Contrel Protein as expressed in Maize 44714801 68467 PER

Characterization of Gene Insenis-Barilius thuringtensis val. aizaveal
Cry1F Inseet Conirol Proteins Expressed in Maize 14714802 68467 PER

Equivalency of Microbial and Maize Expressed Cry 1F Protein;
Characterization of Test Substances for Biochemical and Toxicologmizal
Swdes,

[n Vitro Dagestibility of Microbial and Maize Expressed Cry LF Protemn
Under Simulated Gastric Conditions 44714803 68467 PER

Quantitative ELISA Analysts of Cry |F Expression levels in Maize MPS

Inbred Lines 1360, 1365, 1366, and 1369 {Iuterim Report) 44714804 H8467 PER
* e+ »
I EYTIYY ] [ E T
» * =
: L] : -
Companson of Amno Acid Sequence Similarity of Cry1F and PAT . »
Proteins 1 Known Allergen Pratein 44971701 68467 PER - peseen
Signature Name and Title [Cate '- o. ssas
L]
SEE PAGE 1 FOR SIGNATURE Stephanie L, Burton March 11._'.‘“6. AL L)
US Repulawry Marager . . .
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version Agency nternal Use Cepy «
: LR X N3]
ER X ] )
L] - »
" »
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Form Approved OMB No., 2070-0060

@ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k_) 401 M Street, S.W. oL
WASHINGTON, D.C. 20450

Paperwork Reduction Act Netice: The public reportmg burden for this collection of information is estimated o uverage 0.25 hours per response for registration activities and 0.25 howrs per response for ®
reregistration and special review activities, ineluding time for reading the mstructions and completing the necessary forms Send comments regarding the burden estimate or any other aspeat of this collection noi’ e
information, including suggestions [or reducing (he burden to. Director, OPPE Information Munagement Division (2137), U8, Eavironmental Protection Agency, 401 M Streel, § W., Wasiiigydi? DC 20460, Drgnot

send the form to this address. —— e

DATA MATRIX seee |
Date March 11, 2016 EPA Reg No./File Symbol 62710-YYY ~|-F‘a§e£'9 of 19menee !
Applicant's/Registrant's Name & Address Product t . . |
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStux® PRO Enlist™ t tone s o8

ingredient DVSNf7 dsRNA and Racillus thuringiensis Cryl A 105, Cry2Ab2, Cry1F, Cry SBb1, Cry34Abl, and Cry35Ab] and the Genetic Material (Vector PV-ZMIR245, PHPRIGY. PV_-ZMIR 10871, POB 76520,
Necessary for their Production in MON 89034 < TC1507 « MON 87411 = DAS-39122-7 {OFCD Unuque ldentifier MON-§9934-3 « TrAS-£31507-1 » MON-87411-9 »« DAB-59122-7)

Guidefine Reference Number Guideline Study Name msr:_l% er Submitier Status Note
Microbial B.t CrylF {truncated) Defta-Endploxin Maize-
Insect-Pest Susceplibility Study 45020101 68467 PER
Clharacterization of inserted genes in Cry | F maize line 1507 45320102 658467 PER
Effectiveness Dala for Baeiffus thuringiensis var. aizawai
Cry1F Inscct Contral Protein as Expressed in Maize 44691 102 68467 FER
Characterizetien of Expressed Cry1F Protein in Maize
Tissues (Pulten, Grain, Grain-Containing Feed, and Purdfied
Maize-Expressed Cry | F Protein} and Microbial Expressed
Cry [F Delta Endotexin by Biclogical and Biochemecal
Procedures 45020103 68467 PER
Quantitalive CLISA Analysis of Cry1F and PAT Cxpression
Tevels in and Compositional Analysis of Maize Inbred and
Hybrid Lines 1362 and 1507 45020104 68467 PER
Signature Name and Title Date
S5EE PAGE 1 FOR SIGNATURE Stephanie 1.. Bunon March 11, 2016
US Regulatory Manager

EPA Form 8570-35 (8-97) Electronic and Faper versions available. Subrnit anly Paper version Agency Intarnal Use Copy
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Form Approved OMB No. 2070-0080
@ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
‘\ _) 401 M Street, S.W.
WASHINGTON, D.C. 20480

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated 1o average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, includmng time for reeding the instructians and complenng the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
intormation, imcluding supgestions for reducing the burden to' Director, OPPE Intormation Management Division {2137, U.S Environmental Protection Agency. 401 M Street, 3 W, Washington, DC 20460, Do not
send the form 1o this address.

DATA MATRIX
Date March 11, 2016 EPA Reg No.fFile Symbal 62713-YYY Page 30 af 127
Applicant's/Registrant's Name & Address Product o
Dow AgroSciences, 9330 Zionsville Road, indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSniT dsRNA and Baciflus thuringiensis Cry 1 A. 105, Cry2 Ab2, Cry1F, Cry3Bbi, Cry34Ab1, and Cry35Ab1 and the Genetic Material { Vector PV-ZMIR245, PHPE959, PV-ZMIR 10871, PHP 1 7622}
Necessary for their Prodguction in MON 89034 < TC1507 x MON 87411 = DAS-59122.7 {OECD Unigue ldentifier MON-89@34-3 « DAS-Q1507-1 » MON-87411-5 » DAS-39122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Naote

Environmental Fate of Cry IF Protein incorporated inte Soil 45020105 G867 PER

Cry1F Bacilfus thuringiensis var aizawat Delta Endotoxin. An
Acute Toxicity Study with the Earthworm m an Arnticial Sel
Substrate 45020106 68467 PER

Chronic exposure of Folsomia candida to bacterially expressed

CrylF protein 45020147 68467 FER
B CrylF delta endotoxin. A 48-hour static-renewal acule . .
Loxicity test with the Cladoceran (Daphmia magria) using sisbne e ot
bactenally expressed B... Cry]lF delta endotoxin, and pollen - .
from maize expressiag 8.1, Crv] F delta endotoxin 45020108 68467 PER . -
*eembe : LR ] l: »
L L] L
- -
- LEE N ]
Cry1F Bacillus thuringiensts ver alzawai delts endotoxin, A sense esse
dietary study with green lacewing larvae 43020109 68467 PER . = _
Signature Name and Title Cate ***ee o .
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11, 2016 eeee
US Regulatory Manager sannm
EPA Fom 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Chpyg * 1
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Form Approved OMB No. 2070-0060

'@3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(«J 401 M Street, S.W. oL
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for tecsce

reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send coinments regarding the burden estimate or any other aspect of tt.ug collectiorof @

information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW_, WasifG0n, PC 20460. Dosnot
[ ]

send the form to this address. - 2585
L]
DATA MATRIX e % eeee
Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY ® 0;89%;\31 of 19°*°3%°
Applicant's/Registrant's Name & Address Product P . .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ tesess oo o0

Ingredient DvSni7 dSRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Ab1, and Cry35Ab] and the Genetic Material (Vector PV-ZMIR245, PAP8999, PV-ZMIR 10871, PRP47632)e
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 « DAS-@15@7-1 x MON-87411-9 x DAS-39122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note

CryF Bacilfus thuringiensis var. aizawai delta endotoxin: A
dietary study with the ladybird beetle 45020110 68467 PER

Cry1F Bacillus thuringiensis var. aizawai delta endotoxin: A
dietary toxicity study with parasitic hymenoptera 45020111 68467 PER

Transgenic corn expressing Bacillus thuringiensis var.
aizawai (B.1) CrylF delta endotoxin: A dietary toxicity
study with Northern bobwhite 45020112 68467 PER

Field survey of beneticial arthropods associated with

Bacillus thuringiensis Cry IF maize 45020113 68467 PER
Efficacy of CrylF events TC1360 and TC1507 45020114 68467 PER
Signature Name and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
@ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
L _) 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0 25 hours per response for
reregisiration and special review activities, imcluding tume for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coliection of
information, including suggestions tor reducing the burden to: Director, OPPE Information Management Division (2137), 118 Environmental Protection Ageney. 401 M Street, S W, Washington, DC 20460 Do not
send the form to this address.

DATA MATRIX
Dale Masch 11, 2016 EPA Reg No.File Symbol 62719-YY'Y Page 33 of 127
Applicant's/Registrant’s Name & Address Product
Dow AgroSciences, 9330 Zionsvilie Road, Indianapolis, IN 46268 SmariStax® PRO Enlist™

Ingredient DvGMi7 GsRNA and Bacillys thuringiersis Cry 14, 105, Cry3 Ab2, CryIF, Cry3Bb1, Cry34Abt, and Cry35Ab1 and the Genetic Material {Wector PV-ZMIR245, PHPRS09, PV ZMIR 10871, PHP1 7622}
Necessary for their Production in MON 89034 = TC 1307 « MON 87411 = DAS-39122-7 (QECL Unique ldentifier MON-39034-3 « DAS-©1567-1 » MON-8§7411-9 x DAS-39122-7)

Guideline Reference Number Guideline Sudy Name MRID Mumber | Submitler Siatus Note

Non-target ¢xposure and risk assessment for environmentat

dispersal of Cry | F maize pollen 4504 1502 H8467 PER

Evaluation of Lhe dietary effect(s) on honeybee development
using bacterially expressed B.r. CrylF delia endotoxin and
polflen from maize expressing 8.1 Cry LI delta endotexin 43504 1503 63467 PER

Waver request: Fish toxicity test with rransgeme maize (com)
containing Bacifus thuringrensis var. aiaqol {8.6} Cry |F dela

endotoxin 43044201 68467 PER
L -
L LI
*seavas aE 99
High duse demonstration of Cry 1F events TC1360 and s s .
TC1507 Europesn corn borer 45131101 68467 PER e .
(22 XXX ] : L 2 2 : L]
L} L] L]
» »
e LE RN
L ]
Toxicity of the Cry | F pratein 10 neonate larvae of the monarch snsee R atow
uttefly [ Dgragus plexippus (Linngaus)) 45131102 68467 PER . » »
Signature Name and Title Date S ecste
SEE PAGE 1 FOR SIGNATURE Stephanie 1. Burton March i1, 2016 .
UUS Regulatory Manager el
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit enly Paper version Agency Internal Use Copy*  *
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Form Approved OMB No. 2070-0060

@] UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(A-/ 401 M Street, S.W. RO
WASHINGTON, D.C. 20460 sose

Paperwork Redaction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 0 o o0
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collectionef o
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, S.W.. WashthBg?, D 20450. Do got

send the form to this address. - oo
[ J
DATA MATRIX e % eeee
Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY | Fegesaof 1279000 se
Applicant's/Registrant’s Name & Address Product S e .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ Sencoe e oo

ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A 105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Abi and the Genetic Matenial (Vector PV-ZMIR245, PHPR999, PV-ZMIR 10871, PEF19(22) o
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 x DAS-0Q150)7-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitter Status | Note
Public interest document for Cry 1 F-protected corn 45131103 68467 PER
Thermolability of Cry1F (truncated) delta endotoxin 45274801 68467 PER
Compositional analysis of maize MPS hybrid line 1507 45274802 68467 PER
Cry!F lateral flow test kit procedure for analyzing Cry1F com
grain 45279301 68467 PER
Method validation report for the determination of Cry1F deita
endotoxin protein in grain by Enzyme-Linked Immunosorbent
Assay 45279302 68467 PER

Signature Name and Title Date

SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy
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Forrn Appraved OMB No. 2070-0060
-@-] UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
K i, 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Redaction Act Notice: The public reporting burden for this cotlection ol information is estimated 1o average 0.25 hours per respanse for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms Send commenis regarding Lhe burden estimate ar any other aspect of this collection of
information, including suggestions for reducing the burden to; Director, QPPE Information Management Division (2137), U.§. Envitonmenlal Pretection Agency. 401 M Street, 3W . Washinglon, DC 20<50. De not
send the form to thus address.

DATA MATRIX
Date March 11, 2016 EPA Reg No./File Symbet 62719-YYY Page 35 of 127
Applicant’s/Registrant's Name & Address Product
Dow AgroScicnces, 9330 Zionsville Road, Indianapolis, IN 46263 Sman Stax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Baciltux thuringiensis Cry) A 105, Cry2 Ab2, Cry1F, Cry3Bbl, Cry34Ab!, and Cry35Ab1 and the Genetic Material {Vector PY-ZMIR245, PHPR999, PV-ZMIR 10871, PFF17(22)
Nexessary for their Production in MON 89034 » TC1507 » MON 87411 x DAS-39122-7 (OECD Unique Identifier MON-39034-3 - DAS-O 15071 ~ MON-87411-9 - DAS-39122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitier Status Nole

Supplement to MRID 45131102 Supplemental daw - High
doge demonstration of Cry | F events TC1360 and TC1507-

European comm boter 4537701 68467 FER

Waiver request” Fish toxicity lest to assess the potential etlects
of maize contuning Bacilius thuringtensis var. azawai (Bt)
CryIF insecticidal protem (ICT) in native fish 45307702 68467 PER

Supplement to MRID 43020109 Cry1F Bacillus thuringiensis
var. aizawal delta endoloxin: A dietary toxicity study with

green lacewing larvae 43307801 68467 PER
Supplement to MRID 45020110 Cry 1F Bacillus thuringiensis o' e :
var. aizawai delta endotoxin A dielery toxicity study with et ve se
green tadybird beetle 45307802 68467 PER e & & -
¥ L ] L ]
L2 IR E T ) *EERED
- L ] L]
Supplement to MRID 4502011 1: Coy |F Bacillus ihwringrensis » - L4 csee
var. aizawai della endotoxan: A dietary toxicity study with a
parasitic hymenaptera 45307803 68467 PER Sl sess
Signature Name and Title Date  eeens’ *
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11, 2016 tessie
L]

US Regulatory Manager

EPA Form 8570-35 (9-97) Elecironic and Paper versions available. Submit only Paper version Agency Internaj Use Copy == «
ak »
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Form Approved OMB No. 2070-0060

@‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k_/ 401 M Street, S.W. .'::.:
WASHINGTON, D.C. 20460 ¢

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for cessos
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of g“'s.collectionbf ®
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, LEC 20450. Do mot

send the form to this address. snene [YXX)
[
DATA MATRIX S
Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY |PApuBof 1273°°°5°
Applicant's/Registrant’s Name & Address Product T e e .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ Sesces oo oo

ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245, PHP8999, PV-ZMIR10871, PFP 14€22) @
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 x DAS-81507-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note

Supplement to MRID 45020106: Cry1F Bacillus thuringiensis
var. aizawai delta endotoxin: An acute toxicity study with the
earthworm in an artificial soil substrate 45307804 68467 PER

Supplement to MRID 45041503: Evaluation of the dietary
effect(s) on honeybee development using bacterially expressed
B.t. Cry1F delta endotoxin and pollen from maize expressing
B.t. Cry1F delta endotoxin 45307805 68467 PER

Exposure and risk assessment of Herculex I Bt field corn pollen
to Kamer blue butterfly 45512901 68467 PER

Nutritional equivalency of 8.1. Cry1F maize - poultry feeding
study 45622001 68467 PER

Field survey of beneticial arthropods associated with Bacillus

thuringiensis Cry1F maize 45648001 68467 PER
Signature Name and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11,2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-00680
@"" UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k_,/ 401 M Street, S.W.
WASHINGTON, D.C, 20460

Paperwark Reduction Act Notice: The public reporting burden for this callection of mtormation 15 estimated to average (1.25 hours per response Tor registeation activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, inctuding suggestions for reducing the burden to; Direcior, OPPE Informatom Managememt Division (2137). U.S. Eavironmental Protection Agency, 401 M Streel 5. W ., Washingtnn. DC 20430 Do not
send the form to this address.

DATA MATRIX

Date March 11, 2016 EPA Reg No.fFile Symbot 62719-YYY Page 37 of 127
Applicant's/Registrani’s Name & Address Product
Dow AgroSciences, 3330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSafT dsRNA and Bacillus rhuringiensis Cry1 A 108, Cry2Ab2, CryiF, Cry3Bb1, Cry34 Abl, and Cry35Ab1 and the Genetic Material {Vector PV-ZMIR245, PHPB999, PV-ZMIR10871, PEP*7£12)
Necessary for their Production in MON 89034 x TC1507 « MON 87411 » DAS-39122-7 (OECD Untque Identifier MON-890334-3 « DAS-41507-1 x MON-87411-9 » DAS-39122.7}

Guidetine Reference Number Guideline Study Name MRID Number | Submitter Status Note

Field surveys of non-target invertebrale populations in B.1. comn 45652001 80778 PER

Development and characterization of Enzyme-Linked
Immunosorbent Assay {ELISA) for detection of Cry1F proiein 45685601 68447 PER

Independent laboravory validation of method GRM 02,13,
determinatian of Cry | F delta endotoxin protein in com grain by

an of Enzyme-Linked Immunosorbent Assay 45685602 68467 PER
Supplement to MRID 45131102, Toxicity of the Cry | F protein . .
to neonate larva: of the monarch bunerfly (Danaus plexippus TYITIY) se ne
{Linneaus)) 43759701 68467 PER s 3 s .
[]
* L} L]
*RR RS dkdeks
- L -
Sewardship of Herculex I Insect Protection with respect 1o the e’ ceea
secondary lepidopteran pest, weslern bean cutworm (Richia »
albicosia Smith) 43896501 68467 PER - eoun
Signature Name and Title Date wsnss’ .
[ ]
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burion March 11. 2016 204es e
U3 Regulatory Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version Agency Internat Use Copye o
[ R ) [ ]
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Form Approved OMB No. 2070-0080

E‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY JLLI

L_/ 401 M Street, S.W. enne
WASHINGTON, D.C. 20460 % ens

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and (.25 hours per response for » .

Teregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any othier aspect &R 2} ollection of
information, including suggestions for reducing the burden to Director, OPPE Infurmation Management Division (2137), U.S. Environmental Pratection Agency, 401 M Street. 3.W.. Wash ln?ﬂn C 20430, [za-noi
send the form to this address

Y] . T
DATA MATRIX _;_-E ? eene
Date March 11, 2016 EPA Reg NoJFile Symbol 62719-YYY , Page 38 of 12?
Applicant's/Registrant’s Name & Address Product s o0
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, TN 46268 SmartStax® PRO Enlist™ seaeas ."-':

ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry 1A 105, Cy2 Ab2, CrylF, Cry3Bb1, Cry34 Ab], and Cry35Ab1 and the Genetic Maternial ( Vector PV-ZMIR245, PHPR99S, PV-ZMIR 10871, PE2, '622)
Béecessary for their Production in MON 89034 « TC1507 < MON §7411 ~ DAS-39122-7 (OECD Unique Identifier MON-89034-3 - DAS-£1507-1 » MON-87411-9 » DAS-59122-7)

Guideline Reference Number Guideline Study Mame MRID Number | Subsmilter Status Note

Lack of cross reactivity between Cry IF protem in Herculex 1
maize and the dust mite Der p7 protein with buman sera
positive for Der p7-igk 46444001 EB467 PER

Monitoring the susceptibiliny of European com borer o CrylAb
and Cry 1T B1 proteins- Results from the 2004 collections and
diapavsing larvae collected in 2003 46583101 30778 PER

Stewardship of event TC 1567 maize with respect o the
secondary lepndopteran pests lesser com swalk borer
{Elasmopalpus lignosetlus Zellerj, southern com stalk borer
(Diatraea crambidiades Grote), and sugarcane borer { Biatraea
saccharalis Fabriciug) 46600201 68467 PER

Shide presentation summanzing European com borer and CryLF
resistance moniloring update 16695801 £3467 PER

Insect resistance management compliance assurance program

report for corn horer-protecied Bt com 464780 80778 PER
Signature Name and Title Date
SEE PAGE 1 FOR SIGNATURE Stephanie L. Bunon March 11, 2016

US Regalatory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions availabie. Submit only Paper version Agency Internal Use Copy
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Form Approved OMB No. 2070-0060

401 M Street, S.W.

@-‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
-~ WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W_, Washington, DC 20450. Do not
send the form to this address. ]

DATA MATRIX
Date March 11, 2016 EPA Reg No./File Symbol 62719-YYY Page 39 of 127
Applicant’'s/Registrant's Name & Address Product
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bb1, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245, PHP89%9, PV-ZMIR 10871, PP 7622)
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unigue Identifiecr MON-890)34-3 x DAS-©1587-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note

Field surveys of non-target invertebrate populations in Bt corn:
Suppiement to MRID No. 45652001 46784601 80778 PER

Monitoring the susceptibility of com lepidopteran pests to
Cry 1 Ab and Cry1F proteins: 2005 monitoring results 46874901 80778 PER

Research results on 2004 European corn borer collections from

Hamilton County, lowa: CrylF 47011201 68467 PER
Insect resistance management compliance assurance program
report for com borer-protected Bt com, corn rootworm- ° °
protected Bt corn, and comn borer/corn rootworm protected P ®ee ey
stacked Bt com 47044401 80778 PER o o o
e o e
[ ] L]
[ LX XN X ] 00000
L] L ®
. . e . L L
Monitoring the susceptibility of corn lepidopteran pests to (X} XXX
Cryl Ab and Cry1F proteins: 2006 monitoring results 47118401 80778 PER Yy Y -
Signature Name and Title Date .o E. . °
[
SEE PAGE 1 FOR SIGNATURE Stephanie L. Burton March 11,2016 cecete
US Regulatory Manager °
EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version Agency Internal Use Copye ¢
L ] e ®
o0 ®
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= Form Approved OMB No. 2070-0060
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY e o

401 M Street, S.W. o o o
Washington, D.C. 20460 eeee

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours:t' @ﬂonse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estirggte &6 any other aspect of thi.
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, $01 @t Stre<*, € v

Washington, DC 20460. Do not send the form to this address. eecae Aol
DATA MATRIX _ee YY)
L] ° L4
Date: March 11,2016 ' EPA Reg No./File Symbol: 62719-YYY oot g0 a1 o
Applicant's/Registrant's Name & Address: Product: e v o .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ cesece oo oo

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2 Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZM1R245, PHP8999, PV-ZMIR 1087 1, PPpi 62
Necessary for their Production in MON 83034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 x DAS-(31507-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Monitoring the susceptibility of corn lepidopteran pests to
CrylAb and Cry!F proteins: 2006 monitoring results 47118401 80778 PER

Soil accumulation of Cry1F after three years of cropping
with Herculex 1 com . 47120701 68467 PER

TC1507 maize and fall armyworm in Puerto Rico 47176001 68467 PER

Proposed revisions to IRM-related registration
requirements for Cryl plant-incorporated protectants in
field com 47407001 80778 PER

Monitoring the susceptibility of corn lepidopteran pests to
CrylAb and CryIF proteins: 2007 monitoring results 47413901 80778 PER

Proposed revisions to TRM-related registration
requirements for Cryl plant-incorporated protectants in

field corn 47543901 80778 PER
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Regulatory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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P Form Approved OMB No. 2070-0060
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: March 11, 2016 EPA Reg. No./File Symbol: 62719-YYY Page 41 of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR2435, PHP8999, PV-ZMIR 10871, PHP17622)
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89334-3 x DAS-015@7-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Monitoring the susceptibility of com lepidopteran pests to
Cryl Ab and CrylF proteins: 2008 monitoring results 47841801 80778 PER

Monitoring the susceptibility of corn lepidopteran pests to
CryiAb and CrylF proteins: 2009 monitoring results 4797100t 80778 PER

-Production Report and Certificate of Analysis of
Truncated Cry1F (TSN104550) 48193001 68467 PER

2010 Insect Resistance Management Compliance
Assurance Program for Corn Borer Protected Bt Corn,
Com Rootwormn Protected Bt Comn, and Corn Borer/Corn
Rootworm-Protected Stacked Bt Com 48375001 80778 PER N ® . e

*

Enhanced Insect Resistance Management Compliance b i ee
Assurance Program for Com Borer Protected Bt Comn, b IR b
Corn Rootworm Protected Bt Comn, and Corn Borer/Com ° °
Rootworm-Protected Stacked Bt Corn ) 48375101 80778 PER e seveee
Signature Name and Title Date *ee’ sses
See Page 1 for Signature Stephanie L. Burton March 11,2016 ,,446 cese
US Regulatory Manager . . .
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Capy o
: [ XX XX J
[ X X X ]
* o ®
[ X ] L ]
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~ Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours par response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any othér as@ect of this
coliection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street SwW.,

Washington, DC 20460. Do not send the form to this address. cessse

DATA MATRIX sosee ° °
Date: March 11, 2016 EPA Reg. No./File Symbol: 62719-YYY o of Paged20f127
Applicant's/Registrant's Name & Address: Product: oo 2eee
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ o o

ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry35Abl and the Genetic Material (Vector PV-ZMIR245, PHP8999, RVe-d M#b10871, EHNGGH)
Necessary for their Production in MON 89034 x TC1507 x MON 87411 ~ DAS-59122-7 (OECD Unique Identifier MON-89(334-3 x DAS-@15037-1 x MON-87411-9 ~ DA,S 59122‘7) °

Guideline Reference Number Guideline Study Name MRID Number Submitter Status s 4. Note
o009 s O e oo
Conditions of Registration for MON 88017 (EPA Reg. *s *

No.524-351) and MON 89034 x MON 88017 (EPA Reg.
N0.524-576), and Response to EPA's Request for
Additional Information on Monsanto's Resistance Com
Rootworm (CRW) Monitoring Program. 484368-01 Monsanto Company OWN Terms & Conditions

Conditions of Registration for MON 88017 (EPA Reg.
No. 524-551) and Conditions of Registration for
MON 89034 x MON 88017 (EPA Reg. No. 524-576). 484368-01 . Monsanto Company OWN Terms & Conditions

Enhanced Insect Resistance Management Compliance
Assurance Program for Com Borer Protected Bt Corn,
Comn Rootworm-Protected Bt Corn, and Corn Borer /

Corn Rootworm Protected Stacked Bt Comn. 483751-01 ABSTC Terms & Conditions

Annual Sales Report for MON 810, MON 863, MON 863
x MON 810, MON 88017, MON 88017 « MON 810,
MON 85034, MON 88017 x MON 89034, and

MON 88017 x MON 89034 x TC1507 x DAS-59122-7
(EPA Reg. Nos. 524-489, 524-528, 524-545, 524-551,
524-552. 524-575, 524-576, and 524-581). 483678-01 Monsanto Company OWN Tenins & Conditions

2009 Season Monitoring for the susceptibility of Neonate
Western Comn Rootworm Larvae to the Bacillus
thuringiensis Cry3Bbl Protein. N/A Monsanto Company OWN Terms & Conditions

2009 Season Monitoring for the Susceptibility of Neonate
Western Comn Rootworm Larvae to the Bacillus

- 1.

thuringiensis Cry3Bb1 Protein. 482080-01 Monsanto Company OWN Terms & Conditions
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

s
ﬂ'E PA 401 M Street, SW.
[ Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time fer reading the instructions and completing the necessary forms. Send camimenis regarding the burden estimate or any other aspect of this
collection of information, Inciuding suggestions for reducing the burden ta: Direclor, OPPE infoimation Managernent Division {2137}, U.S. Environmental Protection Agency, 401 M Street, SW.,
Washington, DC 20460, Do not send the form to this address.

DATA MATRIX
Date: March 11, 2016 EPA Reg. No/File Symbol: 62719-YY'Y Fage 43 of 127
Applicant /Registrant’s Name & Addrass: Product:
Dow AgroSciences, 9330 Zionsvilte Road, Indianapolis, IN 46268 SmartStax® PRO Eniist™

Ingredient DvSnf7 dsRNA and Baciiflus thuringiensis CrylA 105, Cry2Ab2, Cryl1lF, Cry3Bbl, Cry34Abl, and Cry33Abl and the Genetic Matenal (Vector PV-ZMIR245. PHP8999, PY-ZMIRI0ET1, PHP17622)
Necessary [or their Production in MON 39034 = TC1507 x MON 87411 <« DAS-59122-7 {OECD Urique Identifier MON-89034-3 < BAS-01507-1 * MON-87411-9 - DAS-59122-7)

Guideline Reference Number Guideline Study Name MRIE Number Submitter Stalus Nawe
2009 Insect Resistance Management Compliance
Assurance Program Report for Com Borer-Prolected Bt
Comn (EPA Reg, Nos. 524-48%, 68467-2. 67979-1, and
299¢64-3), Cam Rootworm-Prowecled Bt Corn (EPA Reg
Nos 524-528 524-551, 68467-5, 67979-5_ and 29%64-4),
and Com Borer/Com Routworm-Protected Stacked Dt
Corn (EPA Reg. Nos. 524-345, 524-552. 524-576, 68467-
6, 67979-8. and 29964-5). 47971001 ABSTC Tenns & Conditions
Annual Sales reporl for MON 810 (EPA Reg No. 524-
489), MON 863 (EPA Reg. No. 524-528). MON 863 x
MON 810 (EPA Reg Mo, 524-545), MON 88017 ([P
Reg MNo. 524-551), MON 89034 (EPA Reg. No. 524-573)
and MON 89034 x MON 88107 {EPA Reg No. 524-576). 479614-01 Monsanto Company OWN lemms & Conditions
2008 Season Monitoring for the Susceptibility of Neonate - -
Western Com Roobworm Larvas to the Baciling s =
thuringensis Cry3Bb1 Protein, 478846-01 Monzanto Company OWN e0000 8 Torms & Cundifions
w L I ] *
2008 Insect Resistance Management Campliance . . - -
Assurance Program Report for Corn Borer-Protected Bt ensjess senane
Com (EPA Reg Nos. 524189, 68467.2, 67979.1, and g *
2%964-3). Com Rootworm-Protected It Com (EPA Reg. ol e
Nos 524-528, 524-551, 6B467-5. 67979-5, and 29964-4), soaes woue
and Com Borer/Com rootworm-Protected Stacked Bt : : .
Com (EPA Reg. Nos. 324-545, 524-532, 684676, 67979- snsjern . .
8, and 29964-5). 476633-01 ARSTC Ten .1 deAge.dinons
Signature Name and Title Date vese
See Page 1 for Signature Stephanic L. Burion March 11, 2016 e
LS Regulstory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version.
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. Form Approved OMB No. 2070-0060
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours Jtf [esgonse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other espect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Stree SW.,

Washington, DC 20460. Do not send the form to this address. Pt

DATA MATRIX sesee, .
Date: March 11,2016 EPA Reg. No./File Symbol: 62719-YYY oo ses | Paze 44§27
Applicant's/Registrant's Name & Address: Product: oo sese
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ . o

Ingredient DvSni7 dsRNA and Bacillus thuringiensis Cryl A.105, Cry2Ab2, Cry 1, Cry3Bbl, Cry34Ab1, and Cry35Abl and the Genetic Material (Vector PV-ZMIR245, PHP8999, W‘ZMMOSH L&M?szz)
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 x DAS-015@7-1 x MON-87411-9 x DA§ 59122:7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status P P Note,

Annual Sales Report for YieldGard Com Borer Com
(EPA Reg. No. 524-489), YieldGard Rootworm Com
(EPA Reg. No. 524-528), YieldGard Plus Corn (EPA
Reg. No. 524-545), MON 88017 (EPA Reg. No. 524-
551), and MON 88017 x MON 810 (EPA Reg. No. 524-
552). 476631-01 Monsanto Company OWN Terms & Conditions

2006 Insect Resistance Management Compliance
Assurance Program for Com Borer-Protected Bt Com,
Corn Rootworm-Protected Bt Corn and Corn Borer/Com
Rootworm-Protected Stacked Bt Com. {(ABSTC Report). 470444-01 ABSTC Terms & Conditions

Submission of Annual Sales Report for YieldGard® Com
Borer com (EPA Reg. No. 524-489), Y ieldGard®
Rootworm corn (EPA Reg No. 524-528), YieldGard®
Plus com (EPA Reg. No. 524-545), MON 88017 (EPA
Reg. No. 524-551)and MON 88017 x MON 810 (EPA
Reg. No. 524-552), (2007). 470431-01 Monsanto Company OWN Terms & Conditions

Susceptibility of Neonate Rootworm Larvae to the
Cry3Bbl toxin from Bacillus thuringiensis: 2005 Data

Summary. 469491-01 Monsanto Company OWN Terms & Ccnditions
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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o Form Appraved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
[ Washington, D.C. 20460

Paperwork Reduction Act Nofice: The public reporting burden for this collection of information is estimaied to average 0.25 hours per response for registration activities and (.25 hours per response
for reregistration and special raview activities, induding tme for reading the instruclions and completing the necessary forms. Send comments regarding the burden eslimate or any other aspecl of this
collection of information, including suggestions for reducing the burden to: Direglor, OPPE Infomation Managemer Division {2137), U.S. Emnvironmental Protection Agency, 401 M Street, S\W.,
Washington, DC 20450. Do not send the form to this address.

DATA MATRIX

Date: March 11, 2016 EPA Reg. No/File Symbol: 627190-YYY Page 45 of 127
Applicant's/Registrant's Name & Address: Preduct:
Dow AgroSciences, 9330 Zionsville Road, indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Baciflus thuringtensis Cry1A.105, Cry2Ab2, CrylF, Coy3Bbi, Cry34Ab), and Cry33Ab01 and the Genetic Material {Vector PV-ZMIR245, PHP#999, PV-ZMIR 10871, PHP17622)
Negcessary for thewr Production in MON 83034 « TC1507 x MON 87411 » DAS-59122-7 (OECD Unique Identifier MON-890134-3 x DAS-0]507-1 x MON-§7411-% - DAS-39122-7)

Guideline Reference Number Guideline Sudy Name MRID Number Submitter Status Note

Sidhu, R 5. {2004}, Human Hezith and Enviranmenial

Assessment of the Plant-Incorporated Protectant Baecilius
thuringiensis Cry3Bbl Protein Produced in MON 88017 .
MSL-18835 461%17-01 Monsante Company OWN Product Charagteri zation

Beusley, K. A, B M Anderson., PB Wimberley, D W,
Mittark., and R P, Liretie, (2002), Molecular analysis of
Y ield Gard*Rootworm/Roundup Ready®Com Event MON
B8017. MSL-17609 461817-02 Monsanto Company OWN Pruduct Characterization

Bhakea, N. 5., A | Harmann, and 3. C Jenmngs {2003).
Cry3BBbl and CP4 EPSPS Prolein Levels in Corn Tissued
Collected from MON 88017 Corn Produced in ULS. Figld

Trialg Conducted in 2002 MSL-18823 461817.03 Monsante Company OWN Product Characteszation
—
draped L 2] v ] :
3
Duan_J 1. M. S. Paradise and C. Jiang (2003). . bos N
Evaluation of Functional Equivalence of Two Cry3Bbl * * » .
Protein Yananls Agamnst Susceplible Coleomeran species. anoper Fmones
MSIL.-18799 461817-04 Monsanty Company OWN »| ®roduct Charasterization
asspe as : [ ]
L] : »
Hileman, R. ¥ and I T Astwood {2001}, Additional snajpa . .
Chamttenization of the Cry3Bbl Protein Produced in secner
MON 863, MSL-17137 454240-10 Maonsanto Company OWN Product Characterizaton
Signature Name and Title Date O
* -8
See Page 1 for Signature Stephanie L. Burton March 11,2016
{S Regulatory Manager
EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submit eniy Paper version. Agency internal Use Copy
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o Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours.per lesponse
for reregistration and special review activities, including time for reading the instructions and completing the necessary foms. Send comments regarding the burden estimate or any otheraspact of this
collection of information, inctuding suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency, 401 M Streef, SW.,

Washington, DC 20460. Do not send the form to this address. bttt

DATA MATRIX eeoce R
Date: March 11, 2016 EPA Reg. No./File Symbol: 62719-YYY vetoa | Paed60f127
Applicant's/Registrant's Name & Address: Product: oo cese
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ ° °

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry 1 A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Ab1, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245, PHP8999, W!Mﬂ@l 0871, PHH!(!Z!)
Necessary for their Production in MON 89034 ~ TC1507 x MON 87411 x DAS-59122-7 (OECD Unigue Identifier MON-89034-3 < DAS-@15037-1 x MON-87411-9 x DA§- 59122.7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status « ¢ Not.c
LA A J LA J LA J LA ]
L ] e o
Hileman, R. E., G. Holleschak, L. A. Turner, R. S. ¢

Thoma, C. R. Brown and J. D. Astwood (2001).
Characterization and Equivalence of the Cry3Bbl Protein
Produced by £. coli Fermentation and MON 863. MSL-
17274 455382-01 Monsanto Company OWN Product Characterization

Brown, M. (2003). TraitChek™ Cry3Bb Lateral Flow
Test Strip and SeedChek™ Cry3Bb ELISA Performance
Verification for Com Seed, Leaf, and Composite Testing.

MSL-19581, in unpublished study conducted by
Strategics Diagnostics, Inc. 463942-01 Monsanto Company OWN Product Characterization

Dudin, Y. A, B-P. Tonnu, L. D. Albee and R. P. Lirette
(2001). Amended Report for MSL-163559: B.t.
Cry3Bb1.11098 and NPTl Protein Levels in Sample
Tissue Collected from MON 863 Grown in 1999 Field
Trials. MSL-17181 454240-01 Monsanto Company OWN Product Characterization

Supplemental Information for “Evaluation of Functional
Equivalence of Two Cry3Bb! Protein Variants Against
Susceptible Coleopteran Species” (MRID No. 461817-04) 465783-03 Monsanto Company OWN Product Chalacterization

Thoma. R. S., G. Holleschak, R. E. Hileman and J. D.
Astwood (2001). Primary Structural Protein
Characterization of MON 863 Cry3Bb1.11098 Protein
Using N-terminal Sequencing and MALDI Time of Flight

Mass Spectrometric Techniques. MSL-17154 454240-11 Monsanto Company OWN Product Characterization
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internai Use Capy
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l

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours.per e
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any otherasgact of this
collection of information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency, 401 M Streef, SW.,

onse

Date: March 11, 2016

EPA Reg. No /File Symbol: 62719-YYY

Washington, DC 20460. Do not send the form to this address. scecoe
DATA MATRIX seeee R

e o Page48of 127
[ X AN X ] s00e

Applicant's/Registrant's Name & Address:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268

Product:
SmartStax® PRO Enlist™

LA A 4
L]
L] L]

* (L X XXX ]

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cryl1F, Cry3Bbl, Cry34Abl, and Cry35Abl and the Genetic Material (Vector PV-ZMIR245, PHP8999, BV-ZMIR10871, BHP17822)

Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-890334-3 x DAS-(315(37-1 x MON-87411-9 x DAK-5092227) °
Guideline Reference Number Guideline Study Name MRID Number Submitter Status *®°9°°® o Noge? ®
® L J
Supplemental Information for “Molecular Analysis of
YieldGard® Rootworm/Roundup Ready® Corn Event
MON 88017” (MRID No. 461817-02) 465783-01 Monsanto Company OWN Product Characterization
D. Kolwyck, B-P. Tonnu, Y. A. Dudin, T. Ploesser and
K. Gustafson (2001). Validated Method for Extraction
and Direct ELISA Analysis of Cry3Bb1 in Comn Grain.
Monsanto Ref. No. 99-640E-1. 453731-01 Monsanto Company OWN Product Characterization
Astwood, J. .D, R E. Hileman, M. J. McKee, T. J. Rydel,
J. W. Seale and L. English (2001). Safety Assessment of
Cry3Bb! Variants in Corn Rootworm Protected Cormn.
MSL-17225 454240-09 Monsanto Company OWN Human Health Assessment
Hileman, R. E., J. N. Leach and J. D. Astwood (2001).
Assessment of the in vitro Digestibility of
Cry3Bbl.11098(Q349R) Protein in Simulated Intestinal
Fluid. MSL-17530 455770-02 Monsanto Company OWN Human Health Assessment
Holleshak, G.. R. E. Hileman and J. D. Astwood (2001).
Amended Report for MSL-16597: Immunodetectability of
Cry3Bb1.11098 and Cry3Bbl1.11231 Proteins in the Grain
of Insect Protected Com Events MON 863 and MON 853
After Heat Treatment. MSL-17223 454240-07 Monsanto Company OWN Human Health Assessment
Signature Name and Title Date
See Page 1 for Signature Stephanic L. Burton March 11, 2016
US Regulatory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.
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-~ Form Approved OMSB No. 2G70-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reparting burden for this collection of irformation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per ragponse
for reregistration and spedial review activifies, including time fos reading the insiructions aad completing the necessary forms. Send comments regarding the burden esfimate of any other aspect of Lhis
collection of infarmation, inciuding suggestions for reducing the burden to: Directer, OPPE Information Management Division (2137, U.S. Enwronmental Protection Agency, 401 M Streat, SW.,

Washington, DC 20460. Do not send the form to this address.
DATA MATRIX

Page 49 of 127
Date March 11, 2016 EPA Reg. No /File Symbol: 62719-YYY
Applicant'sRegistrant’s Name & Address; Product:
Dow AgroSciences. 9330 Zionsville Road, Indianapolis, [N 46268 SmartStax® PRO Enlist™

Ingredient DvSnHI7 dsRNA and Baciifus fruringiensis CrylA 105, Cry2 Ab2. CryiF, Cry3Bbl, Cry34Abl. and Cry35Ab1 and the Genetic Material {Vector PV-ZMIR245, PHP3999, PV-ZMIR 10871, PHP17622
Necessary Jor their Production in MON 89034 x TC1367 ~ MON §7411 % DAS-5¢122-7 (QECD Unique ldentifier MON-89C134-3 x DAS-O1507-1 = MON-87411-9 x DAS-58122-7)

Guuideline Reference Mumber Guideline Study Name MR Number Submitter Status Nyte

Bechrel, C. L. {1599). Acute Oral Toxicity of B...
Protein 11231 1n Mice, MSL-16216. 4449043.05 Monsanto Company OWN Human Health Assessment

Hileman, R E. E. A Rice. R E. Goodmanand J. D
Astwood (2001}, Bieinformaties Evaluation of the
CryBbi Protein Produged in MON 8683 Utilizimg
Allergen, Toxin and Public Demain Frotein Databases
MSL-17140 454240-08 Monsanto Company OWN Human Heaith Assessment

Bonnette, k. L. and P. D, Pyla {2001). An Acute Oral
Toxicity Study in Mice with E. coft Produced
CryiBbl. 1 1098{((Q349R) Prutein, Amended Final Reporl

MSL-17382 45538202 Monsanto Company OWN Human Health Assessment
* .t
LY 3] XN ald =8
Leach, J. N, B E. Hilcman and J. D. Astwood (2001). > P
Assessment of the in visrp Digestibility of Cry 38b1 e [ *
Protzin Purified from MON 863 and Cry3Bbi Protein coshes PO
Purilied from E. coli. MSL-17292 4533R2-03 Monsante Company OWN o Human Health Assessment
¥ - 9 v [ L X X1
LR 2] L X ) : L
L ] -
[ L] *
LLR N ]
Bechiel, . L. £1999)  Acute Oral toxicoty of B.r. Pmtein ¢ . N
11098 in Mice. MSL-16215 449043-U6 Monsante Company CWN Human HEdh WS ssment
Signature Narne and Title Date ssae
. [ ] [ ]
See Page 1 for Signature Stephanie L. Burton March 11,2016 e’ 8
US Regulatory Manager
EPA Form 8570-35 (8-97) Electronic and Paper versions avaitable. Submit only Paper version. Agency Internal Use Nepy
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401 M Street, S.W.
Washmgton D.C. 20460

Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hour?gq[:qshonse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmentai Protection Agency, 401 M Streel &W..

Washington, DC 20460. Do not send the form to this address.

DATA MATRIX .
YY) Pagew927
Date: March 11, 2016 EPA Reg. No /File Symbol: 62719-YYY oo XX
Applicant's/Registrant's Name & Address: Product: e o °
Monsanto Company, , 800 N. Lindbergh Blvd., St. Louis, MO 63167 SmartStax® PRO Enlist™ eoecee e

ingredient DvSn{7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245, PHP8999, PY-ZNIRZ0871, PHP17%622)

Necessary for their Production in MON 89034 x TC1507 x MON 8741 | x DAS-59122-7 (OECD Unique Identifier MON-89934-3 x DAS-(15@7-1 x MON-87411-9 x DAS-59 12.7)

' W 3 X 1
Guideline Reference Number Guideline Study Name MRID Number Submitter Status ® Not% :
Hileman, R. E. and J. D. Astwood (1999). Bioinformatics
Analysis of B.t. Protein 11098 and B.£. Protein 11231
Sequences Utilizing Toxin and Public Domain Genetic
Databases. MSL-15870 445043-08 Monsanto Company OWN Human Health Assessment
Hileman, R. E. and J. D. Astwood (1999). Bioinformatics
Analysis of B.1. Protein 11098 and B.1. Protein 11231
Sequences Utilizing an Allergen Database. MSL-15873 449043-09 Monsanto Company OWN Human Health Assessment
Leach, J. N, R. E. Hileman, J. W. Martin, R. S. Thoma,
and J. D. Astwood (2001). Amended Report for MSL-
15704 Assessment of the fn Vitro Digestibility of B.1.
protein 11098 and B.1. 11231 Utilizing Mammalian
Digestive Fate Models. MSL-17166 454240-06 Monsanio Company OWN Human Health Assessment
McKee, M. J. (2001). Bluegill Dietary Toxicity Study for
the Bacillus thuringiensis Cry3Bb1 Protein Variant: A
Waiver Request. MSL-17383 455382-00 Monsanto Company OWN Environmental Assessment
Drottar, K. R. and H. O. Krueger (1999). Bacillus
thuringiensis Protein 11098 in Corn Pollen: 48-Hour
Static Renewal Acute Toxicity Test with the Cladoceran
(Daphnia magna). MS1.-16163 449043-18 Monsanto Company OWN Environmental Assessment
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11,2016
US Regulatory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.
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~ Form Approved GMB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
far reregistration and special review aciivities, including time for reading the instructions and compieting the necessary forms. Send comments regarding the burden estimate ar any ather aspect of this

cailection of information, including suggestions for seducing the burden t: Direclor, OPPE Information Managerment Division (2137), U.S. Environmertal Proteciion Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form ta this address.

DATA MATRIX

Fage 51 of 127
Date March 11, 2016 LPA Reg No /File Symbol; 62719-YYY
Applicant sRegistrany’s Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapoiis, IN 46268 SmartStax® PRO Lnlist™

Ingredient DvSn7 dsRNA and Bacilfus thuringrensis Cryl A.105, Cry2A52. Cry1F, Cry3Bbl, Cry34Ab1, and Cry35Ab1 and the Genetic Material {Vector PY-ZMIR245, PHPR9S9, PV-ZMIR 10871, PLIP17621)
Necessary [or their Production in MON 89034 > TC1307 « MON 8741 | x DAS-39122-7 (QECD Lmgque Idenbifier MON-§9034-3 x DAS-@15@7-1 > MON-87411-9 < DAS-39122-7)

Ciuideline Reference Number Cndeline Stady Name MRI[} Number Submipter Siatus Note

Results of acule 1oxicity tests with Daphnia and catfish
did not produce any evidence of adverse eflects
Istuarine and Marine amimal studies are waived for this
product because of the very low to no polential for Environmental Assessment
exposure to Cry 3Bb1 proten from field com. N/A Monsanto Company OWN Waived in BRAD

Texiera. D. (2003}, Evaluation of Dictary Effects ot'a
Cry3Bb! Protein Variant on Minute Pirate Bugs (Onius
intsiciosus). MSL-19697 16:4799-05 Monsanto Company OWN Environmental Assessment

Since the active ingredient in this product 1s an msect
toxin (Bt endotoxin) that has never shown any toxicity to
aquatic or terrestrial plants, these studies have been
waived for this product. The Agency has determined

lhere is no significant nisk of gene capiure and expression Envimmﬂ&nl‘il Assgssment
of Cry3Bbl protein by wild or weedy relatives of com. N/A Monsganto Company OWN Waived in 3R.81)

LA J LA A J LA J LA J

L a &
Palmer. 5 J.and H O. Krueger (1999). Bacilins s 1o : L

thuringiensis Pratein 11231 Dietary Toxicity Stody with

- L]
the Ladyhard Beetle { Hippodumia convergens). MSL- soqons sasmne
16166 449043-14 Mansanto Compamy OWh 4 Ewvironmantal A ssessment
L -_ :"“__‘
LEE B 1} LA R L)
Hoxter, K. A, §. ] Palmer and H. . Krueger (1999). b .
Baciitus thuringiens:s Protein 11231 An Acute Toxiciry eeqee . .
Study with Earthworm in an Artificial Soil Substrate. ssssee ;
MSL-16162 449043-16 Monsanto Company OWN Environmehtal 4 ssessment ’
Signature Name and Title Date % !
. L 3 a
See Page 1 for Signature Stephanic L. Burton March 11, 2016
US Reguiatory Mapager
EPA Form 8570-35 {8-97) Elecironic and Paper versions available. Submit only Paper version, Agency Intarnal Use Zopy
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Py Form Approved OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hour?ge; Igsbonse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency, 401 M Streef S/ e o

Washington, DC 20460. Do not send the form to this address. R °
DATA MATRIX o« e .
eseve | Page 30eof 227
Date: March 11,2016 EPA Reg. No /File Symbol: 62719-YYY ve sese
Applicant's/Registrant's Name & Address: Product: R e
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ sosees  tecl

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cryl1A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245, PHP8999, PY-ZMIRJ0871, PHP17622)

Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identitier MON-890334-3 x DAS-(15@37-1 x MON-87411-9 x DAS-592%7) e _an
Guideline Reference Number Guideline Study Name MRID Number Submitter Status *yoi2 o

Terxeira, D. (1999). Assessment of Chronic Toxicity of
Corn Tissue Containing the Bacillus thuringiensis Protein
11098 to Collembola (Folsomia candida). MSL-15988 449043-17 Monsanto Company OWN Environmental Assessment

Palmer, S. J. and H. O. Krueger (1999). Bacillus
thuringiensis Protein 11231: A Dietary Study with Green
Lacewing Larvae (Chrysoperla carnea). MSL-16165 449043-12 Monsanto Company OWN Lnvironmental Assessment

Palmer, S. J. and H. O. Krueger (1999). Bacillus
thuringiensis Proten 11231: A Dietary Study with the
Parasitic Hymenoptera (Nasonia vitripennis). MSL-
16167 449043-13 Monsanto Company OWN Environmental Assessment

Dubelman, S., M. Bhatti, B. Ayden, J. Murphy, S. Levine
and C. Jiang (2005). Environmental Fate of Cry3Bbl
Protein in Corn Fields Planted with MON 863. MSL-
19285 465103-01 Monsanto Company OWN Lnviror nental / ssessment

Duan, J. J., G. Head, M. McKee and T. E. Nickson
(2001). Dietary Effects of Transgenic Bacillus
thuringiensis (Bt) Corn Pollen Expressing a Variant of
Cry3Bbl Protein on Adults of the Ladybird Beetle,

Coleomegilla maculata. MSL-16936 453613-01 Monsanto Company OWN Environmental Assessment
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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- Form Approved OMB No. 2070-0060
ﬁE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Stroet, S.W,
| Washington, D.C. 20460

Faperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, inciuding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to. Direclor, CPPE information Management Division (2137), U.S. Environmental Protection Agency, 401 M Sfreet, SW.,
Washington, DC 20460, Do not send the form to this address.

BATA MATRIX
Page 53 of 127
Date: March 11,2016 EPA Reg NoJ/File Symbel: 62713-YYY
Applicant'sRegistrant’s Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartSiax® PRO Enlist™

Ingredient DvEnf7 dsRNA and Baciffus taeingiensis Cry1A.103, Cry2abl, CrylF, Cry3Bbl, Cry34Ab). and Cry35Abl and the Genetic Material {Vector PY-ZMIR245, PHP8999, PVY-ZMIR 10871, P1LP17622)
Necessary for their Production in MON 88034 x TC1307 -~ MON 8141 1 x DAS-59122.7 (OECD Unique ldentifier MON-80(334-3 x DAS-@ 15(17-1 « MON-87411-9 = DAS-59122-7)

Guideling Reference Number Guideline Study Name MRID Nutnber Submitter S1alus Note

Bryvan, R. L., J. R. Porch and H. Q. Krueger {2001)
Dictary Effects of Transgenic BT Com Pollen Expressing,
a Variant of Cry38b1 Protein on the Ladytnnd Beetle,
Hippodamia convergens MSL-1717] 45361302 Monsanto Company OWH Enwvironmental Assessiment

Bhani, M. A, C. L. Pilcher, M, I. McKez, T E Mickson,

G P Head and C. D Pilcher (2001). Field Evaluation for
the Ecological Impact of Com Rootworm Insect-Prolected
Com on Mon-Tarpet Crpanisms. M5SL-17179 455382-06 Monganto Compgny OWN Envirsnmental Assessment

Duan, 1 J._M. I Mckee and T. E. Nickson (2001}
Dictary Effects of Tmnsgenic Baciffus thuringiens:s (Bt)
Carn Pollen Expressing a Vanant of Cry3Bbi Protein on
Larvae of the Ladybird Beetle, Coleomegiifa macuiara,

MSL-16907 J553R82-04 Monsanio Company OWN Env imm'nan.lal Ass‘}ssmem
Taapasw (XK L]
- - -
: o : »
Sears, M. and M. Martils {2002} Determinatiom of the csol . -
Toxicity of Corn Pollen Expressing a Cry3Bbl Variaru o”e groaese
Protam ta First Instar Monarch Butterdly Larvae { Danus e eeve
Plexippus) via Laboratory Bioassay. MSL-17335 455382-03 Mensante Company OWN Environmental Assessment
o o .
Head, G., M. Pleau, $. Sivausupramanian and 1. Yaughn edspe . .
{2001}, Insecticdal Spectnun of Activity for Cry3Bb sasaen
Pretein in viro, CINTO 45538207 Monsanto Company OWN Environmental Assessment
Signature Name and Title Date o 2%
. -s .
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US Repuiatory Manager

EPA Form 8570-35 {9-97) Electrenic and Paper versians available. Submit only Paper version. Agency Internal Use Copy




Dow AgroSciences 73aof 312

~ Form Approved OMB Na. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
i Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration adtivities and 0.25 hours perqrespnnse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estirmate or any other a%ﬁect of this
collection of information, ineluding suggestions for reducing the burden to: Director, OPPE Infemnation Management Division (2137}, U.S. Environmental Protedlion Agency, 401 M Stree; .S‘;W. .
Washington, DC 20460. Do not send the fomm to this address,

DATA MATRIX e e »
ssews | Page Meafd27
Date: March 11. 2016 EPA Reg, No./File Symbol: 62719-YYY e tase
Applicant’s/Regstrant’s Name & Address: Product: s .
Dow AgroSciences, 8330 Zionsville Read. Indianapolis, IN 46268 SmartStax® PRO Enlist™ snesne Mt S

ingredient DvSnf7 dsRNA and Baciilus thurmgiensis CrylA 105, Cry2 Ab2. CrylF, Cry3Bbl, Cry34ADbL and Cry35Ab1 and the Genetic Material (Vector PY-ZMIR245, PHPES9Y, Y- ZMJIRY 0871, PHP1ZA22)
Necessary for their Production in MON 89034 < TC1507 ~ MON §741 1 = DAS-59122-7 (QECD Unique Identifier MOMN-89034-3 x DAS-G1507-1 » MON-87411-9 x DAG- fo‘i)h'1 ‘?'l

Guideline Refersnce Number Guideline Study Name MRID Number Submiller Status *Nolk *

Duen, ) J.M. ] McKez, {i. Head and C. K. Brown
(2002). Endangered Species [mpact Assessment for
Cry3BhI Pretein in Transgenic MOM 863, MS1-17614 455770-03 Monsanto Company OWN Eovironmental Assessment

Head, G. (2002} Research on the Eftects of Corn
Rootworm Protected Transgenic Corn Events on
Nontarget OQrganisms Preliminary Results. Monsento
Reference Mo, 00-CR-032E-7 4363530-03 Monsanto Company OWN Emvironmental Assessment

Bhatti, M. A, J. D, Duan, C. L. Pilcher, M. J. McKex,
T. E. Nickson, G P. Head and C. Jiang (2002).
Ecotagical Assessment of Nonmrget Organisms in the
Plots of Com Roorworm insect Pratected Com #lybrid
Centaining MON 863 Event: 2000 - 2001 Field Tnals.
Report MSL-17531 4357916-01 Monsanto Company OWN Environmental Assessment

Simdermann, A. B, I. R. Porchand B. O. Krugger
(2002) Evaluation of a Cry3Bb1 Protein Yariant in an
Acute Toxicity Swdy with the Earthworm man Anificial
Soil Substrate. MSL-18137 457571-01 Monsanto Company OWN Environmental Assessment

Gallagher, § F, ], Gnmes and J. B. Beavers { 1999).
Bacitiys thuringiensts Proten 11231 i Com (s A
Duetary Toxicaty Study with the Northern Dabwhite

MSL-16161 349043-15 Maonsanto Company OWN Environme hd. ~ssessment
Signature Name and Title Date
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US Regulatory Manager
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~ Form Approved OMB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
! Washington, D.C. 20450

Paperwork Reduction Act Notice: The public seporting burden for this coilection of infformation is estimated to average 0.25 hours per response for registration activities and 0.25 hours pe .rtgmonse
for reregistration and special review activities, induding fime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
coliection of information, including suggestions for reducing the hurden to; Direclor, OPPE infarmation Management Division (2137), U.S. Envitonmental Protection Agency, 401 M Stree:, ,ﬁ,wu
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX e e -
sesas | Pape Meofd27
Date March 11, 2016 EPA Reg No./File Symbol: 62719-YYY .o tase
Applicant's/Registrant's Name & Address: Product: - .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® RO Enlisi™ srenew biadahd-i

tngredient DvSni7 dsBNA and Bocitlus thuringfensiz Cry1A.1035, Cry2Ab2, CrylF, Cry3Bb1, Cry34Abl, and Cry35Ab] and the Genetic Material { Vector PY-ZMIR245, PIIP8999, PY'- LMl.Rﬁ{}S?l PHP1523)
Neeessary for their Production in MON 85034 « TC1507 -~ MON 8741 | = DAS-59122-7 {OECD Unigue identitier MON-B9034-3 = DAS-01507-1 « MON-87411-9 < DAS- S‘)B"‘-‘ll?)

Guideline Refercnee Number Guideline Study Name MRID Number Submitter Staius SNoft %

Duan, J., M. Bhamu, C. Brown, G. Head, C. liaog, C.
Pilcher, C. Pricher, D. Carson & T. Nickson (2007) Two
Year Field Assessment of the Effect of Combined Tran Dt
Com Mon 863 x MON §10. MSL- 19696 472825-01 Monsanto Company OWN Environmentzl Assessment

Duan ) J, C Jiang, M.J. MeKee, M A. Nemeth, D.
Ward. G. Head, 8. Levine, M. Bhatti and M. Paradise
(2004 ). Staustical Power Analysis of a Two-Year Field
Study Evaluating the Ecological Efact of Com Event
MON 863 MSL-19246 462627-03 Monsanio Company OWN Envirunmental Assessment

Duan J. I, C. Jiang, C. Brown, M. Bhatli, M. Memeth, T
Nickson and D. Ward {2004). Supplemental Statistical
Analysis of Dats from a Two-Year Held Census Study
with Com Evert MON 863 MSL-19329 46394202 Monsanto Company OWN Environrnental Assessment

Dubelman 5., M. Bhatti and B, Ayden {2004}, Tntenm
Report: Assessment of the Environmental Fate of the
Cry3Bbl Protein in Corn Fields Planied with MOMN 863,
MSL-18931 462001-01 Monsanto Company OWN Environmental Assessment

Duan J. and M. Paradise {2003). Evaluation of Dietary
Effects of Cry3Bbl Protein on the Ground Beele

Foecilus chalcites (Colecoptera Carabidae) MSL-19631 464 799-14 Monsanto Company OWN Environmental Assessment

lead, G {2004}, Research on the Effects of Com
Rootworm Prolected Transgeme Com on Non-Target

Orgamsms™ Publications & Manuscripts. 46202702 Maonsanto Company OWN Fnvitonmenial Assessment
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11,2016
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o Form Approved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Page 57 of 127
Date: March 11, 2016 EPA Reg. No./File Symbol: 62719-YYY
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSni7 dsRNA and Bacillus thuringiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245, PHP8999, PV-ZMIR10871, PI1P17622)
Necessary for their Production in MON 89034 x TC1507 x MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-890334-3 x DAS-B15007-1 x MON-87411-9 x DAS-56122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Mammalian wildlife exposure to Cry3Bb1 protein is
considered likely; however, the Cry3Bbl toxicity data for
Human Health Assessment indicate that there is no
significant toxicity to rodents form testing at the
maximum hazard dose. Therefore no hazard to Environmental Assessment
mammalian wildlife is anticipated. N/A Monsanto Company OWN Waived in BRAD

Li, M. H. and E. H. Robinson (1999). Evaluation of
Insect Protected Corn Lines MON 853 and MON 859 as a
Feed Ingredient for Cattish. MSL-16164 449043-19 Monsanto Company OWN Environmental Assessment

Duan, J. J., G. Head, M. J. McKce and D. P. Ward (2003).

Data Waiver Request: Toxicity of B... Cry3Bb1 Protein Environmental Assessment
in the Red Milkweed Beetle (Tetraopes sp.). MSI-18741 N/A Monsanto Company OWN Granted®n BRAD
(XX LYY} *9 oo
[ ] ® e
. - . [ d e o 3
Pilcher, C. D. (2001). Efticacy of MON 863 Against o ®
Corn Rootworm and Comparison to Insecticide covose :. cose
Treatments — Results of Year 2000 Field Trials. : e °
Monsanto Ref. No. 00-CR-032E-3 453613-03 Monsanto Company OWN o0 Benafds o
(X ] : (X ) [ X 3 : [ ]
Mitchell. P. D. (2002). Yield Benefit of MON 863. o ¢ °
MSL-17782 4563530-02 Monsanto Company OWN  ®°¢pe Jenefity
Signature Name and Title Date M
See Page 1 for Signature Stephanie L. Burton March 11, 2016 scee
® e o
US Regulatory Manager ee o
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&5 E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
A Washington, D.C. 20460

FPaperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regisiration activities ard £1.25 hours par response
for reregistration and special review activities, including ime for reading the instructions and completing the recessary forms. Send cormments regarding the burden estimate or any other aspect of this
coliection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.5. Environmerttal Protection Agency, 401 M Street, S.W.,
Washington, DC 20480 Do not send the form to this address.

DATA MATRIX
Page 58 of 127
Date: March 11, 2016 EPA Rep, No /File $ymbol: §2719-YYY
Applicant'sRegistrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, [ndianapolis, IN 46268 SmartSlax® PRO Fnlisi™

Ingradient DvSnfY dsRNA ard Bacilius thiringiensis CrylA. 105, CryZAb2, CrylF, Cry3Bbl. Cry 34 Abi, and Cryd5Abl and the Genetic Matenal { Vector PY-ZMiR243, PHPS99S, PV-ZMIR10871, PHPL7622)
Necessary for their Production in MON 89034 » TC1507 « MON 87411 x DAS-59122-7 ((3ECD Unique Identifier MON-R90)34-3 x DAS-@1507-1 x MON-E7411-9 x DAS-59122-7)

{fuideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Ward, D P {2002). Public [nterest Assessment
Supporting Registration of Bacillus thurmgrensis
Cry3Bbi Protein and the Genetic Material (Vector
ZMIR13L) Necessary for its Preduction in MON 863
MSL.-17766 456330-01 Monsanto Company OWN Benefits

Miller, D. (2000). Public [nterest Document Supportmg
the Registratiom and Exemption from the Requirement ol
a Tolerance for the Plant-Incorporated Proteciant,
Bacitlus thuringiensis Cry3Bb Protein. and the Genetic
Material Necessary for its Production in Corn (Vectors
ZMIRIZL, ZMIR13L and ZMIR14L} Monsanta Ref
No, 99-78 |E 45029701 Monsanto Company OWN Bengihs . *

Alston, J. M., J. lyde and M. C. Marta (2002). An £x M i e
Ante Analysis of the Benefits from the Adoplion of’ o * s .
Monsanta's Com Rootworm Resistant Varietal - .
Technology - Y ieldGard® Rootworm. MSL-17993 456923-01 Monsaato Company OWN *fa*®2 Bengfi?*’
OO
Vaughn, T. T, M. Pleau, R. Knutson and T. Coombe bl o ¢
(2001). Comparing the Efficacy of MON 853 and MON o - assw
853 t¢ Three Comn Rootworm Species, Norhern Corn e = .
Rootworm (Diabrotica barberd), Southern Com b g N .
Roorwonn (D. undecimpunciata howards), and Western st
Corn Roolworm (0. virgifera virgifera). MTC RPT4 45538208 Monsanio Company OWN Benelits
[ XX X]

» L I
Vaughn, T.. D Ward, ] Pershing, G. Head and J. LA
bcFerson (20013 An Interim: Insect Resistance
Management Plan for MON 863: A Transgenic Com
Rootworm Control Product. MSL-17556 455770-01 Mensanio Company OWN Bevefit~1R M

Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burion March 11,2016
US Regulatory Manager
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-~ Form Approved CMB No. 20700060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Papsrwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any other aspect of this

collection of information, including suggestions for reducing the burden to: Director, OPPE Imformation Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S.W.,
Washingion, DC 20460, Do not send the form te this address.

DATA MATRIX e
’ Page 35 off 0% ®
Date: March 11, 2016 EPA Rep No/Fie Symbel: 62719-YYY S ans
Applicant'/Registrant's Name & Address: Produst; " "
. oy - . . - -9
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ e e *
Ingredtent DvSnf7 dsRNA and Baciffus thurtngiensis Cry1A.103, Cry2Ab2. CrylF, Cry3Bhl, C:}f34Ab1 and Cry35Ab] and the Genetic Material (Vector PV-ZMIR245, PHPE9SS, PY- SVERMETI, PHDli'm)
Necessary for therr Production in MON 858034 = TC1507 -« MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 « DAS-(A]5007-1 « MON-87411-9 » DAS-59120.7) . ™
Guideline Relerence Number Guideline Study Name MR Number Submitter Staws T . Npte
L LR R (I L LLE]
- »
- - .
-
Vaughn, T {2004} Progress Repon on Insect Resistance 4 .s
Managernent for Corn Event MON 863 461865-01 Monsaniv Company OWN sqaces BV e s
L] []
Vaughn. T {2001). Preliminary Resuits of Research on
Insect Resistance Management for a Transgenic Corn
Rootworm Centrol Produet. 453484-01 Monsanto Company OWN RM
Head, G and K Reding (2006} Com roolworm Insect
Resistance Management Research (fourieen journal
publications) 467424-0} Mansanto Company OWN [RM
Davis, P.. G Head, J. McFerson et. al. (20009 [nsect
Resistance Management for a Transgenic Com Rootworm
Control Produet. 451568-05 Monsanto Company OWN IEM
Vaughn, T {2003). LUstimaung Cry30bl Resismnce
Allele Frequencies in Com Roobworm Larvoe Feedmg on
MON B63. Monsanto Ref No. 03-CR(O97E-4 459438-01 Monsanto Company OWN IR M
Signature Name and Title Date
See Page 1 for Signature Stephanie [.. Burton March 11, 2016
US Regulatory Manager
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Farm Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
| Washington, D.C. 20460

Paperwork Raduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspeci of Lhis
collection of information, including suggestions for reducing the burden to: Diractor, OPPE Informaticn Management Division (2137), U.S. Environmental Protaction Agency, 401 M Street, SW.,

Washington, DC 20460. Do rot send the formn te this address.
DATA MATRIX

Page 60 of 127
Date: March 11,2016 EPA Reg. No /File Symbol: 62719-YYY
Applican’'vRegistrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO EnlistT™

ingrediert DvSnf? dsRNA and Baciltus thuringiensis Cryl A 105, Cry2 Ab2. Cry1F, Cry3Bb1. Cry344b1. and Cry35Ab1 and the Genetic Material {Vector PV-ZMIR243, PHP8999, PV-ZMIR 10871, PHP17622)
Necessary for their Produchon 11 MON 89034 < TC1507 » MON §74] | = DAS-5%122-7 (QCCE Unique Identifier MON-89€334-3 x DAS-01507-1 » MON-87411-8 = DAS-59122-7)

Guideline Reference Mumber Gideling Study Name MEID Number Submitter Status Mol
T. Yaughn {2003). Second Progress Report on Insect
Resislance Management for Cam Event MON 363
REVISED WA Monsanto Cormpany OWN 1RM
Letter submingd May 23, 2003 10 EPA with 12 research
protocols on the biclogy and ecology of the com
rootwoim pest complex. Nin Monsunto Compartty OWN [EM
Vaughn, T. (2004) 2004 Progress Report for the Comn
Event MON §63 Resistance Monitoring Program. 462627-01 Monsanto Company CWN LRM
LI LI ER B » 8 * & :
Administrative Marcrials in Support of the Regisuration of - - .
Bacitlus thuringensis Cry3Bb Protem and the Genetic . . .
Marerial {Vector ZMIR131) Necessary for its Production [y P i : .
i Com: and Amendment of the Previous Request for s . .
Exempuon from the Requirement of a Tolerance, e Ty
PPTF48RE 431368-H Monsanto Company OWN ale o o Foleratce Exelnption
I .
Pilacinski, W. P. and M. W. Taylor { 1355). et N .
Administrative Malerials in Supporl of Lhe Regisiration of sanes
the Plant-Expressed Proteciant Bacithes thurigiensis ¢
Com Rootwonn Control Protein, as Produced in the Com -
{Zea mavs. L), and the Amendment 1 the Previous e
Request for Exemption ffom the Requirement of &
Tolerance. PPTF4888 44904 3-00 Mansanto Company OWN Tolerance Exemnpuon
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Regulatory Manager
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o) Form Approved OMB No. 2070-0080
" o PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this coliection: of information is estimated to average 0.25 hours per response for registratien activities and 0.25 hours per response
for rereqgistration and special review activities, including ime for reading the instructions and completing the necessary forms. Send comments regarging the burden estimate or any other aspect of this

cellection of information, including suggestions for reducing the burden to: Director, CPPE Information Management Diviston (2137), U.S. Environmental Proleclion Agency, 401 M Streel, SW,,
Washingten, DC 20480, Do not send the form to this address.

DATA MATRIX s -
Page 61 ofel +
Daie. March 11, 2016 EPA Reg. No./File Symbal: 62719-YYY .
Applicant's/Registrant's Name & Address: Product: Teeeye
Dow AgroSciences, 9330 Zionsville Road. Indianapolis, IN 46268 SmartStax® PRO Enlist™ A -

tngredient DvSnf7 dsRNA and Bacillus thuringiensis Cryl1 A 103, Cry2Ab2. CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetic Material { Vector PY-ZMIR245, PHP§999, PV- ZM:R‘IQSTI PH&IJﬁ?..)
Necessary for their Production in MON 89034 x TC1307 « MON 8741 | x DAS-59122-7 {OECD Uniyue Identifier MON-89(334-3 x DAS-631507-1 x MON-87411-9 x DAS- $o122° 7)

Guideline Reflerence Number Guideline Study Name MRID Number Submitter Status

&

Note

L}
MY
Petition for Exemption (rom the Requircment of a
Tolerance for Bacillus thuringiensis Cryl, CryZ, and Cry3

Classes of Prot=:ns and the Genetic Material Necessary qees "7
for the Production of These Proieins In or On All Raw . .
Agncultural Commodities When used as Plant-Pesticide
Active [ngredients PP 74888 Monsanio Company UWN Taolerance Exemption

Teaas &
LR B-X BN L .

McCoy, R L. and A Sivanovich (2003} Bioinformatics
Analysis of the CP4 EPSPS Protein Utihizing the AD4,
TOXINS and ALLPEPTIDES Dalabases. MSL18752 46636 1-01 Monsanto Compuny OWN Inert Ingredient

McCoy, R.L. and A. Sivanovich (2005). Updeted
Riowmformatics Evaluation of the CP4 EPSPS Protein
Utilizing the ADS Database. MSL19894 46636102 Munsanle Company OWN inert Ingredien:

Maonsanto Comnpany (1993). Submussion of Toxicology
Data in Suppon of a Tolerence Petivon for CP4 EPSFS as
a Plant Pesticide Formulation Inert Ingredient.
Transmittal o’ ] Swudv. 43691 9-00 Monsanto Company OWN Inert Ingredient

Harrison, L.. & Bailey, D Nida, M. Taylor, L. Holden
and 5. Padgetie (1993). Preparation and Confirmation of
Doses for an Acute Mouse Feeding Study With CP4
EPSPS. Lab Project Numbers: 92-01-30-12- 92-419-719 436919-0} Monsante Company OWN Inert Treedient
Signature Name and Title Date

See Page 1 for Signature Stephanie L. Burton March 11, 2016

LS Repulatory Manager
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~ Farm Approved OMB Na. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of irformation is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per response
for reregistration and special review activities, induding time for reading the Instructions and completing the necessary farms. Send comments regarding the burden estimate or any other aspect of this

collection of information, including suggesticns for reducing the burden to: Director, OPPE Infarmation Management Division {2137), U.S. Environmenial Protection Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Page 62 of 127
Date: March 11. 2016 EPA Reg. No/File Symbal; 62719-YYY
Apphicant's/Registrant's Name & Address: Preduct:
Dow AgroSciences. 9330 Zionsville Road, Indianapolis, N 46268 SmartStax® PRO Eniisi™

Ingredient DvSni7 dsRNA and Bacilfus thuringiensis Cry 1A 105, Cry2Ab2, CrylT, Cry3Bbl, Cry34Ab1, and Cry35Ab] and the Genetic Matenal { Vector PV-ZMIR245, PHPE99%. PV-LMLR 10871, PIIP17622)
Netessary fior thewr Production in MON 83034 « TC1507 = MON 87411 x DAS-S9122-7 {OFRCD [nigue Idenhifier MON-R9(334.3 x DAS-G1507-1 « MON-87411-9 = DAS-59122.7)

Crurdeline Reference Number Guideline Study Name MRID Numher ' Submitter Status Note

Padpette, 5., G Barry, D. Re, D. Eichholiz M. Weldon,
K. Kolacz and (3. Kishure (1993). Purification, Cloning,
and Characterization of a Flighly Glyphosate-Tolerant 5-
enclpyruvylsinkimate-3-phosphate Synthase [rom

Agrobacterium sp. Strain P4, MSL-12738 438076-01 Mensanto Company DWN Lnert Ingredient

Rishop, B. (1993), Production of CP4 EPSP ina 100
Liter Recombinant Escherichia coli Fermentation. MSL-
12389 438076-02 Monsante Company OWN Inert Ingredient

Heeren, R., 5. Padpetie and M. Gustatzon (1993) The
Punficanan of Recombinant Eschenchia colt CPA 5-
enolypyruvylshikimate-3-phosphate synthase for

e e
.- :" :lnert Tngrgcﬁcnf *
* 2 []

Equivalence Studies. MSI.-12574 438076-03 Monsanto Company OWN .

L
Monsanto Company (1995). Submussion of Product . . - .
Chemistry, Toxicology and Pesiicide Fale in Animals spaswrs tesense
Data in Support of the Exempuon for the Requirement of M
a Petition tar Tolerance for CP4 EPSPS. Transminal of 4 L g
studies. 436433-00 Monsante Cympany OWN spese inen s

s » .
Harrison, L., M. Bailey, R. Leimgruber, €. Smith, 13, b i .
Nida, M. Taylor, M. Gustafson, B, Heeren and $. quaess
Padgerte (1993}, Characterization of Microbially- euse
Expressed Protein; CP4 EPSPS. Leb Project Mumber- . & %
92/01/30/14: 12901 43643301 Monsante Company OWN Inert 'nor®8ent *
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016

US Regulatory Manager
EFA Form 8570-35 {8-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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~ Form Approved OMB hNo. 2070-0060
& E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
i Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0 25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instruclions and completing the necassary forms. Send commenis regarding the burden estimate or any gther aspect of Lhis
collection of information, incuding suggesiions for reducing the burden ta: Director, OPPE Information Management Division (2137), U.S. Emvironrmental Protection Agency, 401 M Street, SW.,
Whashington, DC 20460. Bo not send the form to this address.

DATA MATRIX e s

Page 63 of P29*
Date: March 11, 2016 EPA Reg NofFile Symbol: 62719-YYY t e
Applicant's/Registrant's Name & Address: Product: . * °
Dow AproSciences. 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlisit™ e .
Ingredient DvEnf7 dsRNA and Bacillus Hrringiensis Cry 1A 103, Cry2Ab2 . CrylF, Cry3Bbl, Cr}r34Abi and Cry35Ab] and the Genetic Material (Vector PV-ZMIR245, PHP§%99, PVMR HTQ':'I PH.B}-?GI.)
Necessary for their Production in MON 85034 x TC1507 » MON 874) 1 x DAS-59122-7 (OECD Unigue [dentifier MON-89034-3 x DAS-@5097-1 = MON-B74L1-9 ~ DAS-59122-7) S sen
Guideline Reterence Number Guideling Study Name MRID Number Submitter Status I: : Note
vealenne (IR DA
-
- N : .
Lee, T. M. Bailey, €. Smith, } Zeng, E. Elswack and P O - .
Sanders (1995). Asscssment of the Equivalence of CP4 bl i e
EPSPS Proten Produced in kscherichia coli and . .
European Corn Borer Resistant Com  Lab Project
Number: 94-01-39-10. MSL-13920 436433-02 Monsanto Company OWN lnent Ingredient
Naylor, M. (1993) Acute Oral Toxicity Study of CP4
EPSPS in Albino Mice Lab Project Number 92223 436433-03 Monsamo Company OWN Inert Ingredient
Reamn, 4., b Bailey, ). Leach and S, Fadgette (1993).
Assessment of the 1n vitre Digestive Fate of CP4 EPSPS
Synthase. Lab Project Number: 92-01-30-15: 12949 436433-04 Monsante Company DOWN Inert Tngredient
Revisions and Clarificetion to the Tenns & Conditions of
Registration for Com Event MON 863 and YieldGard®
Plus Com; Progress Repert on Muitiple IRM-Related
Activiues tor MON 863; and Response to EPA Letter
Daled August 13, 2004, Submitted 7/7/2005. N/A Monsantu Company {OWN Terms & Condilions
Siegfried, A. and T Spencer (2003). Susceptibility of
Nevnate Roorworm Larvae to the Cry3Bb1 Toxin Fom
Dacillus thuringinesis. This report satishes the Insect
Monitoring Terms & Conditions. 46725901 Bdonsanto Company OWN Terms & Conuiitons
Signature Name and Title Date
See Page | for Signature Stephanic L. Burton March 11, 2016
US Regulatory Manager

EPA Form 8570-35 {8-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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" Form Approved OMB No. 2070-0060
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S W,
Washington, D.C. 20460

Paparwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for regisiration activities and 0.25 hours per responee
for reregistration and special review activities, including time for reading the instructiens and compleling lhe necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of infoevmation, including suggestions for reducing the burden to: Direclor, OPPE Information Managemer Division {2137), U.S. Ervironmental Protection Agency, 401 M Street, SW.,
Washington, DC 20480. Do nol send the form to this address.

DATA MATRIX

Page 64 of 127
Date: March 11, 2016 EPA Reg. No /File Symbot; 62713-YYY

Applicant's/Registrant's Name & Address: Product:

Dow AgroSciences, 9330 Zionsville Road, Indianapoelis, IN 46268 SmartStax® PRO Enlisi™

Ingredient DvEnf7 dsRNA and Baciltus thurmmgiensis Cry LA103, Cry2 Ab2, Cry IF, Cry33b1, Cry34Ab|, and Cryd5Ab1 and the Genetic Material {(Vector PV-ZMIR245, PHP899S, PY-ZMIR 10871, PHPLTS22)
Necessary for their Production in MON 89034 » TC1507 - MON 87411 » DAS-59122-7 {OF{D Unique Identifier MON-89&334-3 » DAS-(31587-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Siudy Name MRID Number Submitter Stalus Nate

Product chammerization data for Bacifius thurmgiensis
PS149131 13.6 kDaand 43.8 kDa insecticidal crystal

proteins expressed in transgenic maize plants 45242201 HRA6T PER
Equivalency of microbial and maize-expressed P8 14981
proteins 45242203 63467 PER
Microbial FS149B1 Binary Della-Endotoxin  Maize-
Insect-Pest Susceptibility Study 45242204 68467 PLR
Companison of the Amino Acid Sequence of the Bacilius
thuringiensis Strain PS149B1 13 6 kDa end 43 8 kDa . * :
Insechicidal Crystal Proteins to Known Protein Allergens 45242205 68467 PER spanes an es
L] L)
Chaructenzation of Psewfomonas produced and - I : L
transgenic maize expressed phosphinothricin . .
acetyltransierase (PAT) protein 45242206 6467 PER spress sraees
» L}
PS149B} 14 KDA Protein: Acute Oral Towcity Study in .o bl
CD-1 Mice 45242207 68467 PER Spesa sanwp
Signature Name ard Title Date - .
See Page 1 for Signature $tephanic L. Burton March 11, 2016 -
_ _ _ US Repulatory Manager *
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Subrit only Paper version. Agency Internal Use Copl  »
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oy Form Approved OMB No. 2070-0060
Y E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporiing burdes for this collection of information is estimated 1o average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collectien of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), Li.S. Environmental Proteclion Agency, 401 M Street, SW.,
Washington, DG 20460, Do not send the form to this address.

DATA MATRIX e te 4
Page 65 o 2Y®
Pate. March 11, 2016 EPA Reg No/fFile Symbol: 62719-YYY .
Applicants/Registrant's Name & Address: Product; . -
Dow AgroSciences, 9330 Zionsville Road, Indiznapolis, IN 46268 Smart§tax® PRO Enlist™ "t . .

Ingredient DwSnf7? dsRINA and Bacillus thrrimgrensis Cryl1A 103, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl1, and Cry33Ab1 and the Genetic Matena! ( Vector PV-ZMIR245, PHP399Y, PV MR].U'S?I PH.HWS]E]
Necessary for their Production in MON 88034 > TC1507 - MON 87411 » DAS-59122-7 (OECD Unique Identifier MON-89634-3 » DAS-O1507-1 ~ MON-87431-9 « DAS-39122.7)

. 2AN
Guideline Reference Nymber Guideline Swdy Mame MRID Number Submitier Status I: . hote
'L XX RE 2]
-
PS149B]1 44 KDA Protein: Acute Oral Toxicity Swdy . . *

CD-1 Mice 45242208 68467 PER - *
[ LN LE N

L]
[ ] ]

F5149B1 14 KDA and 44 KDA Proteins: Acutg Oral
Toxicity study in €1-1 Mice 45247209 63467 PER

PS5149B1 Binary Insecticidal Crysinl Protein: A Diclary
Toxicity Sudy with the Ladybird Beetle 45242240 684467 PER

The Tri-Trophic Interaction Between PS149B1
Transtormed Maize, Corn Leaf Aphid and Ladybird
Beetle 45242211 GR467 PER

In Vitro Digesubility of P§ 14311 Proteins 45242212 68467 PER

Quantitative ELISA analysis of PS14981 protein
expression levels in hybrid and inbred lines of maize

event TC563Y (interim report) 45242213 68467 PER
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016

US Reguiatory Manager

EPA Form 8570-35 (9-97) Elecironic and Paper varsions avaliable. Submit onty Paper version, Agency Intarnal Use Cupy
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- Form Approved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streat, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporiing burden for this colleclion of information is estimated to awerage 0.25 hours per respanse for registration activities and 0.25 hours per response
for reregistration and speclal review activities, inciuding time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate ¢r any other aspect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE nformation Management Division {2137}, U.S. Environmental Protection Agency, 401 M Street, S.W.,
Washington, DC 20460. Da not send the form to this address.

DATA MATRIX
Page 66 of 127
[Yate: March 11, 2016 EPA Reg No/File Symbol: 62719-¥YYY
Apolicant'sRegistrant's Name & Address: Product;
Dow AgroSciences, 9330 Ziongville Road, Indianapolis, IN 46268 SmantStax® PRO EnlistT
Ingredient DwGnf7 dsRNA and Bacilius thiringiensis Cry1A 105, Cry2Ab2. Cryll, Cryd3bl, Cry34Abi. and Cry35Ab1 and the Genetic Material { Vector PV-2ZMIR245, PHP§SY9, PY-ZMIR 10871, PHP17622)

Necessary for their Production tn MON 89034 = TC1307 - MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 ~ DAS-013507-1 « MON-87411-9 « DAS-59523-7)

Ciuideline Reference Number Guideline Study Name MRID Mumber Submuitter Status Note

Degradation of Microbial Binary P$149B1 Delia-
Endotoxin in a Representative Soil from the Mid-Western
USA Maize-Growing Region 452427244 68467 PER

Product durability plan for transgenic maize expressing
insectictdul erystal protein from Baciflus thuringiensis
strain PS14981 during the experimental use period 15242213 63467 PER

Field efficacy of PS 14901 maize events against com

TOQLWOrms 43242216 68467 PER . -
L2 21T 2 X " ad wh
Microbial PS149B1 Hinary Insecticidal Crysial Protein, - .
Follen Expressing PS 14981 Binary Insecticidal Crysial ‘. . -
Protein, and [ndividual PS149B1 14kDg and 44 kDa sesove taesse
Insecticidal Crystal Proteins 45340701 68467 PER . »
.w LA E B J
E ]
-0 : LR} [ L L} ]
L]
Thermolabikity of PS14981 Bivary Delta-Endotoxin 45335401 68467 PER L .
: LA X | :.
L ]
PS149B | binary insecticidal erysial predein: Acute toxicily ssmm
study to the earithworm in an artificial substrate 45360201 68467 PLER -
Signature Name and Title Date
See Page L for Signature Stephanie L. Burlon March 11, 2016
US Repulatory Manager

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internat Use Copy
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~ Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washing;on, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of irformation is estimated to average 0.25 hours per response for registration activites and ¢.25 hours per response
for reregistration and special review activities, incuding time for reading the instructions and completing the necessary forms. Send cormments regarding the burden estimate or any other aspecl of this

coliection of information, including suggestions for reducing the burden to: Direcior, OPPE Information Management Divigion (2137), LS. Emdronmental Protection Agency, 401 M Sireef, SW.,
Washinglen, DC 20480. Do not send the form o this address.

DATA MATRIX

Page 68 of 127
Date; Margh 11, 2016 EPA Repg No/File Symbol: 62719-YYY
Applicant's/Registrant’s Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient Dv3nf7 dsRNA and Baciftus theringiensis Cry LA 105, Cry2Ab2, Cry1F, Cry3BbL. Cry34Ab), and Cry35Ab1 and the Genetic Material { Vector PY-ZMIR2435, PHP3999, PY-ZMIR 10871, PHP17622)
Necessary for their Production m MON 89034 « TC1507 - MON 87411 2 DAS-59122-7 (OECD Unigue [dentificr MON-896334-3 = DAS-01507-1 « MON-87411-9 = DAS-59122-71

Guideline Reference Number Guideline Study Name MRID Number Submilter Slatus Note

PS145B1 Binary lnsecticidal Crystal Protein: Dietary
Toxicity to Parasitic Hymenoptera (Masonig viripernis) 4379045 63467 PER

Assessment of Chronie Toxicity of Diet Containing
Bacilus thuringiensis PS149B1 Insecticidal Crystal
Protein to Coellembata ( Folsoniia condida) 45790406 £8467 PER

PS149131 Insecticidal Crystal Protem: Dietary Toxicity o
Green Lacewing Larvae {Chrvsoperla camea) 45704407 68467 PER

SDS-PAGE Sensitivity Analysis Tor Cry35Ab1 in Support s e
of the Simulared Gastric Fluid Digestion Study
MRIDH15242212 45790408 48467 PER

TR R ]

Tt Dumbihity and Expernimental Use of Transgenze
Maize Expressing the Insecticidal Crystailine Proteins R
Cry34Ab| and Cry33Abl 45760509 68467 PER .

tield Efficacy of Cry34Ab 1/Cry33ADb1 Maize Lvents b
Against Com Rootwarms 457004 1) 68467 PER epene

Product characterization data for Sucitius thuringiensis
Cry34Ab! and Cry33AbI proteins expressed in
transgenic maize plants (PEP17658) 45790501 68467 PER .

Product Characterization Data for Baciltus thuringiensis
Cry34Ab] and Cry35Ab] Proteins Expressed in

Transgenic Maize Plants (PHP17662) 43790601 68467 PER
Signature Name and Titte Date
See Page 1 for Signature Stephanie L. Burton March 11,2016
US Reguiatory Manager

EPA Form 8570-35 (ﬁ?) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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o Form Appreved OMEB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington. D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of informatian is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate ar any other aspect of this

collection of imMformatien, including suggestions for reducing the burden to: Direclor, OFPE Information Management Division {2137), U_§. Environmental Proleclion Agency, 401 M Street, SW_,
Washington, DC 20480, Do not send the form ta this address.

DATA MATRIX o e b
Page 69 Gl 157
Date: March 11, 201& EPA Reg. NoJFile Symbol: 62719-YYY —aa b
Applicani's/Registranl's Name & Addicss. Product: coune . .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 Smart$ tax® PRO Enlist™ . o
Ingredient DvSnf7 dsRNA and Baciilus thurmgiensis Cry1A.103, CryZAb2, Cryl¥, Cry3Bbl, Cry34Ab1, and Cry35Ab] and the Genetic Matenial (Vector PV-ZMIR243, PHPR9SY, P\H4M el 0871, Pl‘ﬂ:ﬂ&ll
Necessary for their Production in MON 89034 =« TC1507 - MON 87411 = DAS-5%122-7 {OECD Unique Identifier MON-89234-3 « DAS-013637-1 * MON-87411-9 < DAS-591307) ssun
Guideling Reference Murnber Guwideline Siudy Mame MRID Number Submitier Status 3 : Hote
Summary of Heat Lability Studies with R b e
Cry34Ab1/Cry35Ab] 45808601 68467 PER - R
Quantitative ELISA analysis of Cry34 Abi and Cry354bI1 s e @ ow o
proteins expressed in maize plants wansformed with the sapene Tt
vector PHRI7638 45833101 68467 PER ° *

Quantitative ELISA analysis of Cry34Abl and Cry35Abl
proteins expressed in maize plants trensformed with the
vector PEIP 7662 45833102 68467 PCR

Quantitative FEISA Analyss of Cry34Ab] and
Cry35Ab| Proteins Expressed m Mawze Plants

Transformed with the Vector FEIF 17662 435833201 68467 PER
Shde Presemanan Summarizing Cry34Ab1/Cry 35Ab1
Heat Tnactivation Studies. 45860201 68467 PER

Probe MOA studies to assess potential for protein

synthesis inhibition by Bacitius thuringiensis PS149R1
Cry3dAb 1fCry33AbT prateins in rabbil reticulocyte .
assay: Re-examinzation of iab netebeok data 45942801 68467 PER

Product characterization data for Bacifius thurnigrensis
Cry34Abt and Cry35Ab1 proteins expressed in
transgenic maze plants (PHP17662) 46030001 68467 PER

Independent Laboratory Validalion Fioneer Hi-Bred
International, Tne, ELISA Method for the Quantinficauon

ot Cry34Abl Protein trom Transgenic Plants 46123901 68467 PER _
Signature Name and Tile Date
See Page 1 for Signaiure Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (8-97} Electronic and Pzper versions available. Subrit only Paper version. Agency Internal Use Copy
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~ Form Approved OMB No. 2070-0080
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, B.C. 20460

Paperwork Reduction Act Notice: The public reparting burden for this collection of information is estimated {0 average 0.25 hours per response for registration activities and 0.25 hours per respanse
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate ar ary other aspect of this

collection of information, including suggestions for reducing the burden to: Direclor, OPPE information Management Division (2137}, U.S. Environmental Proteclion Agency, 401 M Street, SW.,
Washington, DC 20460, Do not send the formn to this address.

DATA MATRIX

Page 70 of 127
Date. March 11, 2016 EPA Rey. No /File Symbol: 62719-YY'Y
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartSiax® PRC Enlist™
Ingredient DvSpf7 dsRNA and Bacillus thuringiensis Cryl A 105 Cryv2Ab2, CrylE, Cry3Bhl, Cry3dahl, and Crv35AbI and the Genetic Matenal (Vector PV-ZMIR243, PHPE9S9, PV-ZMIR10871, PHP17612)

Weessary for their Production in MON 89034 > TC1507 - MON 87411 = DAS-59122-7 (QOECT Unigue Identifier MON-39034-3 « DAS-(M507-1 « MON-87411-9 = DAS-59122-7)

Guidehne Relerence Number Guideline Study Name MRID Numnber Submitter Stalus Note
'ry34/15 Pratein Distribunion and Familianty 46123903 63467 PER
Agronomic Charactertstics, Quantilative ELISA and
Nutriert Compasition Analysis of Hybrid Maize Lines
Containing Cry34AbL, Cry35AbT and PAT Genes: Chile
Locations 456123904 68467 PER
Biological equivalency of Cry34/35Ab 1 insecticudal
crystal protein in wansgenic plants and derived from
transgenic Pseadomonas fluorescens 46123905 68467 FER o
L4 L]
L] a
Characterization of Cry34 Abl and Cry35Ab] Proiemns b R4 oo
Derived from Trensgenic Maize event E4197.55.1.22 sl v g ?
{DAS-39122-7) 46123906 6467 PER * ]
[XTEE K] TTEFwY ]
. o
Characterization of Phosphinathricin Acetyltransferase Vs . nl e
(PAT) Derived from Transgenic Maize Event etome ..: .
Ed4457.59.1.22 4612 3907 68467 PER 2",
ol :. L] * v
[ ) &
. . Ty
Charactetization of DNA Tnsered into Transgenic Com .
Events DAS-43216-6 and DAS-35122-7 46123908 68467 PER eana
Signature Mame and Title Date e #
See Page | for Signature Stephanie L. Burion March 11, 2016
US Regulatory Manager

EPA Form 8570-35 {9-97) Elactronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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o Form Appraved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W.
Washington, D.C. 20460

Paperwork Raeduction Act Notice: The public reporting burden for this collection of information is estimated o average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including tima for reading the instructions and completing the necassary forms. Send comments regarding the burden estimate or any other aspect of this
coliection of information, including suggesiions for reducing the burden to: Direclor, OFPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Sireet, SW.,
Washington, DC 20460, Do not send the form to this address.

DATA MATRIX 2T b
Page 71 of%27 "
Date: March 11, 2016 EPA Reg No/File Symbol: §2719-YYY O
Applicant's/Registrant’s Name & Address; Product: . hd
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlisi™ eltt. .

ingredient DvSni7 dsRNA and Baciflus :hurmgrensrs CrylA 103, Cry2AbZ, CrylF, Cry3Bbl, Cry_)fi.&bl and Cry35Ab1 and the Genetic Matecial ( Vector PY-ZMIR243, PHP8999, PV ZNIR4 U871, PI—B‘i'ﬁi"}
Necessary for their Production in MON 89034 x TC1507 - MON 87411 x DAS-59122-7 (CECD Unique ldentifier MON-83034-3 =« DAS-C1507-1 ~ MON-87411-9 x DAS-55122-9}

l 'K L.
Gudehine Reference Number Gundeline Siudy Name MRID Number Submitter Stalus 1 : Bote
saheas [EEXLEL L]
L] »
- L

» a4 » -
Detarled characterization of 13MA ingerted nlo transgenic LN I e ae
corn events DAS-45216-6 and DAS-59122-7 46123909 68467 PER *epe R
b w

Evaluation of mucrobe denved Cry34Ab! and Cry354h)
protewns for protein synthesis infubition activity 46123910 68467 PFER

Nutritional Equivalency Study of Maize Contaming
Cry34Abl and Cry35AB 1. Pouliny Feeding Study 46123911 68467 PER

The elfect of Cry34 Ab/Cry35ARI1 proreins on the
development and mortality of Lhe Ledybird beetle
Celemeitia maculaie DeGeer 46123912 68467 PER

Man-target [nvertebrate Ecolopical Risk Asscssment for
figld Com Expressmp Cry34Ab1 and Cry35Abl
Insecticidal Crystal Proteins in Event DAS.591227 46123913 68467 PER

Evaluation of the impact of com rootwornm control

stratggies on non-arget arthropods 46123914 68467 PER
Signature Name and Title Date
See Page 1 for Signature Stephanic L. Durton March 11, 2016

_ _ US Repulatory Manager
ERPA Form B570-35 (9-97) Electronic and Paper versions available. Submit anly Papar version. Agency Internal Use Copy
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P Form Aporoved GMB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streect, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration adivilies and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this

collection of information, including suggestions for reducing the burden to: Cirector, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW.,
Washington, DC 20480. Do nol send the form to this address.

DATA MATRiIX

Page 72 of 127
Date March 11, 2016 EPA Reg No/File Symbel: 62719-YYY
Applicant's/Registrant's Name & Address® Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Baciffus thurmgrensis Cry1 A 105, Cry2Ab2, Cryll, Cry3Bb1, Cry33Ab), and Cry35Ab1 and the Genetic Material ( Vector PV-ZMIR2435, PHPSS9S, PV-ZMIR1087], PEHP17622)
Necessary for their Production in MON 89034 x TC1307 » MON 87411 x DAS-5%122-7 {OFECD Unique [dentifier MON-891334-3 » DAS-O1 587-1 x MON-87411-9 x DAS-59122-7)

Guidehne Belerence Number Guideline Study Name MRID Murnther Submitter Stalus Nuote
Investigations mto Dose of Cry34AbT/Cry35AbI1
Rootworm-Resistant Maize Event DAS-39122-7 Against

Western and northern Com Rootworms i Support of
Trant Durability Flans 46123915 6R467 PER

Effect on Westarn Corn Rootworm Adults of Feeding on
Cry34/35Ab1-Com Rogtworm Protected Corn Tissue and
Lmplications for Product Durability 46123916 68457 PER

Evaluation of endangered/threatened insect species
relative to the use of Cry34 Ab/Cry35Ab1 com rootworm-

L] L
resislant mawee hybrids 46123917 68467 PER LR
LA b R i
| ] [ I ]
[ ] " & LJ
Trast Durability Plan lor Cry34/35 Com Rootworm » . . .
Protected com Event DAS-59122-7 Following adunse [
Commercial zation 46123918 68467 PER L
" [ 2] - LR X X
-
Simulations of Corn Rootworn Adaptation to Cry33/33 sxmee asae I
Com Rootworm Protected Corn in Support of Trait : - .
Durability Plans for Event DAS-39122-7 46123918 68467 PER o e " N
anrEnEe
»
Dgestion of Allergeme and Non-Allergeme Proteins in XTY
Simulated Gastric Fluid 46123920 68467 PER "ae o
Signature Narme and Title Date
See Fage 1 for Signature $tephanie L. Burton March 11, 2016

U3 Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency internal Use Copy
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. ) Form Approved OMB No. 2070-006¢
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Faperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and (.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
callection of information, including suggestions for reducing the burden ta: Directar, OPPE Information Managemert Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form to this address.
DATA MATRIX e B
Page 73 X127
Dute: March 11, 2016 EPA Reg No./File Symbol: 62719-YYY .
Applicant's/Registrant's Name & Address: Product: - . °
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PR Enlistt™ - .
Ingredient DvSnf7 dsRNA and Bariffus thurmgrensis Cry L A 105, Cry2 Ab2, Cry1F, Cry3Bbl, Cry34Abl, and Cry35Ab1 and the Genetie Matenial { Vector PV-ZMIR243, PIIP8995, PVMUB?] PHPin )
Necessary for their Production in MON 89034 > TC15(07 - MON 87411 > DAS-59122-7 (OFCD Unique Identifier MON-§9034-3  DAS-01507-1 x MON-B7411-9 » DAS-59122.7) -
Guideline Reference Number Guideline Study Name MRID Number Submitter Status 1 : Role
sepesn [ l':‘i_
L]
* o : .
Pubiic Interest Documeru for Cry34/33Ab1 Com Teler : as e
Rootworm-Pratected Com 46123921 68467 PER .t s
Investgation of Potential Interection between Cry 1F and
the Hinary Crv3dAb)/Crv33Abl Protens 46343806 68467 PER
Dieeation ctficiency of allerzens and non-alfergens in
simulated gasirie fluid: Baciftus thuringiensis Cry
34733401 construct PHP 172662 46388601 68467 PER _
Lack of Cry34Ab1/Cry35Ab1 co-associalion in salution 46356301 63467 PER L
Evaluabiom of the Sequence Similarities of the Cry34Abl,
cry35SAb1. and PAT Proteins to the Public Protein
Sequence Datasets 46581701 68467 PER
Summary report of & carabid beetle laborutory toxicity
study using Cry34Ab1 and Cryv35Ab1 including copies of
references 46714104 68467 PER .
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
LIS Regulatory Manager

EPA Form 8570-35 ($-97) Electronic and Eapef versions available. Submit only Paper version. Agency Internal Use Copy
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e Form Approved OMB No. 2070-0050
WE pA UNITED STATES ENVIRONMENTAL PROTECTiON AGENCY
401 M Street, S.W.
Washington, D.C. 20466

Paperwork Reduction Act Notice: The public repariing burden for this collection of information is estimated to average 0.25 hours per respense for registration acfivilies and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspeci of this

coltection of information, including suggestions for reducing the burden to: Director, OPPE infaormation Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S\W.,
Washington, OC 20460. Do not send the form to this address.

DATA MATRIX
Page 74 of 127
Date. March §1, 2016 EPA Reg. No /File Symbol: 62719-YYY
Applicant's/Registrant's Name & Address Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax % PRO Enlist™
Ingredient DwSnf7 dsRNA and Baeiitus thuringiensis Cryl A 105, Cry2Ab2. CrylF, Cry3Bbl, Cry34Abl. and Cry35Abl and the Genetic Material (Vector PY-ZMIRZ435, PIIPEYYY, PV-ZMIR 10871, PHP17622)

Necessary for their Production in MON 39034 < TC1507 < MON 87411 x DAS-59122-7 (OECT Unique Identitier MON-8934-3 x DAS-015037-1 x MON-87411-9 » DAS-59122.7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Prelmminary resistance monitoring plan for Cry34/35Ab1
com event DAS-59132-7 46769201 68467 PCR
Detailed resistance momtoring plan for Cry34/35Ab1
com event DA3-59122-7 47334204 68467 PER
Evaluation of potential dietary effects of Cry34/33Ab1
protein an insidious flower bups, Oriis insidiosus ‘
(Hemiptera: Anthocoridae) 47436701 68467 FCR - * s »
asedasd s T
& LI
] B *
. . M
Monitoring com roctwonm suscepiibility to Cry34/35Ab1 . *
event DAS-59122.7: 2007 insect collections 47522501 6487 PER cqyven i
* . * senm
Three-Yew Field Monitoring of Cry34/35Ab1 and CrylTF P . : .
¥ Cry34/33Ab1 Maize Hybnds for Nontarpet Arthropod R
Effects 47870301 68467 PER sitas’ *
[] [ -
reRges
-
Monitormg corn rontworm susceplibility 1o Cry34/35Ab1 toee
event DAS-39122-7. 2008 insect collections 47500801 68467 PER * TR
Signature Name and Title Date
See Page 1 for Signature Stephaniz L. Burton March 11, 2016
US Reguiatory Manager

EPA Form 8570-35 (3-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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p Form Approved OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTICN AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden foc this collection of Information is estimated to average 0.25 hours per response for registration activities ang 0.25 hours par msponse
for reregistration and special review activities, incuding time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this

collection of information, including suggestions for reducing e burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, SW.,
Washington, DC 20460. Do not send Ihe form to this address.

DATA MATRIX e
Page 75 a/2%

Dale: March 11. 2016 EPA Rep NoFile Symbol: 62719-YYY L

Applicant's/Registrant’s Nume & Address: Product: . »

Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax ® PRO Tnlist™ -

Ingredient DvSnf7 dsRNA and Raciltus thuringiensis Cryl A.105. Cry2Ab2, CryIF, Cry3Bbl, Cry34Ah1, and Cry35Abl and the Genetic Material (Vector PV-ZMIR24 35, PHPRG99, PV Z‘[RIBE?] PHP.IJ&.'"I

Mecessary for their Production in MON 89034 =~ TC1507 « MON 3?41 1 x DAS-59122-7 (OECD Unique Identificr MON-89034-3 x DAS-@15@7-1 ~ MON-87411-9 = DAS-SS}I"Z ?)

Guideline Refercnee Number Guideline Study Name MRID Nurber Submitter Status h * Dote

sedmee snende

* L

. R . L
Soil accumulanon of Cry34Abl and Cry3sAbl proteins ¢ |8 . .

afler three years of cropping with DAS-39122-7 corn 47959501 68467 PER tolnve sy so
L] L ] L]
. +

Investigating Performanee of Hereules™ RW and
Uerculex™ XTRA Under Commercial Use 48045501 08467 PLR

Maonitanng Com Rootworm Susceptibility to
Cry34/354b1 Event DAS-59122.7; 2009 Growing
Season 48279701 68467 PER
Independent Laboratory ¥ahdaton of Dow AgroSciences
Method GRM 03,13, "Determination of Cry35Ah1
Insecticidal Crysal Protein in Maize Tissue by Enzyme-
Limked Immunosorbent Assay” 46123902 68467 FER
2010 Insect Resisiance Management Compliance
Assurance Program for Corn Borer Protected Bt Com,
Corn Rootworm Protected Bt Cam, and Corn Borer'Com

Rogrworm-Frotected Stacked Bt Com 48375001 GR46T PER .
Signature Name and Titie Date
See Page 1 for Signature Stephanie L. Durton March 11,2016

US Regulatory Manager
EPA Form 857(-35 (9-97) Electronic and Paper versions availabie. Submit only Paper version. Agency Internal Use Co 3y
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~ Form Approved OMB No. 2076-0060
‘,E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Stroet, S.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for ragistration activities and 0.25 hours per response
for reregistration and special review activities, induding time for reading the instructions and completing the necessary forms. Send commentls regarding the burden estimate or any other aspect of this
cotlection of informaticn, induding suggestions for reducing the burden to: Director, OFPE Information Management Division (2137}, U.S. Environmental Prolection Agency, 401 M Sireet, SW
Washington, DC 20460. Do not send the forrn to this address.

DATA MATRIX
Page 76 of 127
Date: March 11, 2016 EPA Reg NoFile Symbol: 62719-YYY
Applicant'sRegistrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmariStax & PRO Enlis{™

Irgredient Dv3nf7 dsRNA and Bacilius thuringiensis Cryl A. 105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abi, and Cry35Ab] and the Genetic Material {Vector PY-ZMIR245, PHP8299. PV-ZMIR 10871, PHP17622
Necessary for their Production mm MON 83034 » TC1307 x MON 87411 ¥ BAS-59122-7{OECL Unigue [dentitier MON-B9634-3 x DAS-Q1567-1 « MON-87411-9 x DAS-59122.7)

{udeline Reference Number Guideline Study Name MRID Number Submitter Status Note

Enhanced Insect Resistance Management Compliance
Assurance Program tor Com Borer Protecled Bi Com,
Com Rootworm Protected Bt Com, and Com Borer/Com
Ruootworm-Protected Stacked Bl Com 48375101 68467 PER

Revised Guidehnes for Evalvating Unexpecied Com
Rootworm Damage in Herculexi® RW and Herculex@
KXTRA 48430701 68467 PER

Administrative Materials for Dow AgroSciences” and
Monsanta’s Response to Uneertainties Raised by the

SmartS$tax”® RIB Scieatific Advisory Panel, Dec 8-9, Admiadive

2010, 4842 34-00 324 OWN Suppctes Date
ddadad ¥ L 3 v L :
Dow AgroSciences” and Monsanto’s Response to ‘s e »
Uncertainties Raised by the SmanStax™ RIB Scientific 514 . ® Suppoying Dgga
Advisory Panel, Dec 8-9.2010. 484234-01 OWH agdonwn aspave
L - w
a -
Monsanto Protocol/Refuge Assurance Program, including oo raa
Licensee Seed Conditioner’s Qualification for Seed Mix 324 soome LA
Refuge Products (RIB) 48394001 OWN a__ »Surpotiag Rata
Information Regarding the Manufacturing Process fora bk A . .
5% Seed Mix Refuge for MON 89034 = TC1507 = MON i sraans
88017 * DAS-39122-7 {Genuity® SmanStax®, LPA File 524 vene
Symbol 324-LOL) M/A OWN Suppomng Bat=
Signature Name and Titie Date
See Page 1 for Signature Stephanie L. Burlon March 11, 2016
US Regulatory Manager
EPA Farm 8570-35 (3-97) Electronic angd Paper versions available. Submit only Paper version Agency Internal Use Gopy
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~ Forn Approved OMB Na. 2070-0050
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
[ Washington, D.C. 20460

Paperwork Reductlon Act Motlea: The public reporting burden for this coflection of informatton is estimated to average C.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, inciuding time for reading the instructions and completing the necessary forms. Send comments regarding the burden esbmate or any other aspect of this
coilection of information, including suggestions for reducing the burden to: Director, OPPE information Managemen! Division (2137}, U.S. Environmental Protection Agency, 401 M Street, SW.,
Washington, DC 20460. Da not send the form te this address.

DATA MATRIX 2t 8
Date: March 11, 2016 EPA Reg. NoJ/File Symbol: 62719-YYY | Page 77 of P%*
Applicant ¥Registrant’s Name & Address: Product: i
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ memds .

ingredient DvSnf7 dsRNA and Bacifius thuringiensis Cryl A 105, Cry2Ab2, Cry IF, Cry3Bh1, Cry3dAh], and Cry3SAkt and the Genetic Matenal {Vector PV-ZMIR245, PHPR%99. TV meSTI PHEU‘E)
Necessary for their Production in MON 89034 - TCIJO? = MON 87411 - DAS-59122-7 (DECD Unique Lientifier MON-89334-3 = DAS-B13507-1 » MON-87411-% - DAS-59122- '?l

Guideline Reference Number Guideling Study Name MRIC Mumber Submitter Stalus

Administrative Materials tor the Application to ‘et e
Repster the Plant-Incorporated Proteciant, Bacilfus
thuringiensis  CrylA.105, Cry2Ah2, CoylF,
Cry3Bbl, Cry34Abl, and Crv35Abl Proteins and
the Genetic Materials {Veclors PV-ZMIR245,
PHPE999, PV-ZMERI4, and PHP17662) Necessury
for their Production in MON 89034 x TCL1507 ~
MON 88017 ~ DAE-59123-7, Wilh an Interspersed | 47943700 524 OWN Administrative
In-Field Refuge Configuration Using a  Seed
NA M Ixture

Five Pement Seed Mix Refuge as an Insect
Resistance Management Option for MON 89034 =
NA TC1507 »x MON 88017 - DAS-59122.7 47943701 524 OWN Supporting Deta

The BenelHs of a 5% Interspersed n-field Refuge
NA Option for SmartStax™ Com 47943702 524 OWN Benefits

Signature Name and Tille Date
See Page 1 for Signature Stephanic L. Burlan March 11, 2016
US Regulatory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versicns available. Submit only Paper version. Agency Internal Use Capy
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~ Form Approved OMB No. 2070-0060
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this

collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2127), U.S. Environmental Protection Agency, 401 M Street, SW.,
Washington. OC 20480. Do not send the form ta this address.

DATA MATRIX
Date: March 11,2016 EPA Reg. No./File Symbot 6271%-YYY | Page 78 of 127
Applicant's/Registrani's Name & Address: Product;
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

ingredient DvSH7 dsRNA and Bacilius thuringiensis CryLA 105, Cry2Ab2, CrylF, Cry3Bb1, Cry34Ab1. and Cry35Ab1 and the Genetic Material { Vector PV-ZMIR245, PHP8999, PV-ZMIR10871, PHP17622)
Necessary for thewr Production m MON 83034 » TC1507 « MON $7411 » DAS-50122-7 {OBCD Unigue [dentifier MON-89034-3 < DAS-G1507-1 x MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Mumber Submitter Status Mote

Agricultural  Biotechnology  Stewsrdship  Technical
Commstiee (2012} Submission of Efficacy Data in
Support of the Registrations of MON 810, MON 88017,
MON §8017 x MONS10, MON 89034, MON §9034 x
MON 88017, MON 8903 x TC1507 x MOMN 88017 x
DAS 59122-7, MON 89034 x TCI1507 x MON 88017 x
NAS-59122-7, Pioneer Brand Seed Com with Herculex I,
Herculex Roobtwarmn Insect Protection, Herculex Xwra
Insect Protection, Yieldgard Insect Resistant Com.
Agrisure RW Roatworm-Protected Corn, Btl1 x MiR6(4
Com, Btlt x MIR162 Com, Bitl x MIR162 x MIR604
Comn, Btl) x MIR1&2 x TCI507 Com, Btll x DAS-
39122-7 x MIRS04 x TC1307 Corm, Herculex T Insect

L ]
Prmection, Herculex BW Insect Protection, Herculex Xtra W' L]
Inscet Protection, MON 89034 x TC1507 x MON 88017 bad B4 e we
x DAS-59122-7 and MONS9034 x TC1507 MONSE0OL7 x 48732800 ABSTC & | €ondition o1 Ré%yistration
DAS-59122-7. Transmittal of 1 Study - .
Monsanto Company (2013) Submission of Economics il a4 . _
Data in Supporn of the Repistrations of MON 810, MON o .e . esws
88017, MON 83017 x MON 810. MON 89034, MON .
80034 x MON 88017, MON 89034 x TC1507 x MON ":". sone
88017 x DAS 59122-7, MON B9034 x TC1507 x MON - * .
88017 x DAS-59122-7 RIB Complete and MON 80034 49048300 524 OWN #* ! Chadition gf Registration
Seed Blend. Transmittaf of | Swdy _pnanes
Monsanto Company (2013) Submission of Toxicity Data sune
in Suppont of the Regismalons of MON §9034, MON a & @
85034 x MON 88017, MON 89034 x TC1507 x MON e ®
&RO17 x DAS-39122-7 RIB Complete, MON 89%034 Seed
Blend, and MON 83034 x MON 28017 Seed Rlend 524 OWN Conditien of Registration
Transinittal of 3 Swdies. 49204600

Signature Name and Title Date
See page 1 for signature Stephanie L. Berton March 11, 2016
US Repuiatory Manager
EPA Form B570-35 {9-97) Electronic ang Paper versions available. Submit only Paper version. Agency Internal Use Copy
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~ Form Approved OMB No. 2070-0080
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this cellection of imformation is estimated to average 0.25 hours per response for registration activities and .25 hours per respense
for reregistration and special review activities, induding time for reading the instructions and cempleting the necessary forms. Send commenis regarding the burden estimate or any other aspect of this
collection of imformation, including suggestions for reducing the burden ta: Directer, OPPE Information Management Division (2137), U.5. Environmenial Protection Agency, 401 M Street, S.W.,
Washingten, DC 20460. Do not send the formn to this address.

DATA MATRIX e e e
Date. March 11,2016 EPA Reg. NoJFile Symbal: 62719-YY'Y | Page 79 of 127
Applicant's/Registrant's Name & Address: Product: sesees
Dow AgraSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ sesee o
Ingredient DvSnf7 dsRNA and Bacittus thuringiensis Cryl A.105, Cry2Ab2, Cr}-]F Cry3Bbl, Cry3dAbl. and Cry35Abl and the Genetic Material (Veclor PV-ZMIR245, PHP8999, PV- mosn  PHP}7622)
Necessary for their Production in MON 89034 » TC1507 « MON 3’?41! « DAJ-59122-7 (OECD Urique Identifier MON-89034-3 - DAS-#1307-1 x MON-§7411-9 = DAS-5912 27 *+* *
FUyN
Guideline Reference Number Guideline Study Name MRID Number Submitter Stalus :_]:. a Note
LJ w
Lang, ¥ {2013) Assessment of Bt Susceptibility of Com sosjene :l" “es
Ewwutm, Heliocoverpa eea, 10 CrylA 105 2012 : N : RM.
Collections and Assays. Project Number CR249/13E) s o n .o
Unpublished study prepared by Custom Bio-Products. 49204601 524 OWN ® o 902 dndition T Reigtration
- [

Siegfried, B, Spencer, T, Kechler, B {2013
Susceptibility of the Ewropean Corn Borer, Ostninia

nubilalis 10 CrylA 105 and Cry2Ab2 Bt Proteins: 2012 IRM
Collections and Assays. Project Number: CR249/13E]. . . .
Unpublished stiudy prepared by University of Nebraska. 4020344602 524 DOWN Condition of Registralion

Song, O Dong, S., Chen, X {2013} Susceptibility of
Southwesiern  Comn Borer, Diatraza  grandiosella 1o

Bacillus thuringiensis CrylA.105 end Cry2AbZ 2012 W
Caollections and Assays. Project Number: CR249/13E]
Unpublished siudy prepared by University of Missouri. 45204603 524 OWN Condition nf hegsiration

Monsante Company, Mycogen Sccds, Syngenta Seeds,
Inc. and Picmeer Hi-Bred International, Inc. {20i4)
Submission of Lficecy Data in Suppornt of the

Registrations of Corn Borer-Protected Bt Corn, Com [RM
Roonwvorm-Protected Bt Com, Com  Borer/Com
Rootwomi-Protected Stacked and Pyramided Bt Com. 49306900 524 QOWN Conditicn 27 Regisiration

]

Swmith, M, Smith, A. (2014} 2013 Insect Resistance
Management (IRM) Complance Assurance Program
Repenn for Com Borer-Protecied Bt Com, Com
Rootworm-Protected Bt Com, Com  Borer/Com

Roorworm-Protected Stacked and Pyramided Bt Com IRM
Project Number, CAP/2013, Unpubhished study prepared
by Monsante Company 49306901 5§24 OWN Condition of Registration
Signature Name and Title Date
See page 1 for signature Stephanie L. Burion March 11,2016

US Regulatory Manager

EPA Form 8570-35 (3-97) Electronic and Paper versions available. Submit only Paper version. Agency internail Use Gopy
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.y Form Approved OMB Na. 2070-0080
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
| Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.28 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and compieting the necassary forms. Send comments regarding the burden estimate or any other aspect of this

collection of infermation, including suggestions for reducing the burden to: Director, OPPE Infermation Management Division {2137), U.S. Ervironmental Pratection Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: March 11, 2016 EPA Reg. No./File Symbal: 627E19-YYY Page 80 of 127
Applicant's/Registrant's Name & Address: Praduct:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO EnlistT™

Ingredient DvSHi7 dsRNA angd Bucifius thuringiensis Cryl A 105, Coy2Ah2, Cry1F, Cry3Bbi, Cry3dAb1, and Cry354h1 and the Genetic Material {Vector PV-ZMIR245, PHPROYS, PV-ZMIR10871, PHP]7622)
Necessary for their Production in MON 85034 - TC1507 » MON 87411 » DAS-59122-7 (OECD Unigue Tentifier MON-89034-3 - DAS-@15@7-1 x MON-87411-9 x DAS-52122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Monsanto Company {2014) Submission of Eflicacy Dala
n Support of the Registrations of MON 85034, MON
89037 x MON 88017, MON 89034 xTC1307 x» MON
83017 x DAS-59122-7, MON 849034 xiC1507, MON
859034 x TCI307 x MON 38017 x DAS-59122-7 Seed
Blend, MON 80034 Seed Blend. MON 33034 x MON IRM
88017 Sced Blend and MON 89034 X TCL507 Seed
Biend Transmitial of 3 Studies. 49501600 524 OWN Condition of Registration
Lang, B. {2614) Asscssment of Bt Susceptibility of Com
Earworm, Helicoverpa zea, to CrylA 105 2013 1RM
Cellections and Assays. Preject Number: CR24%/14E2.
Unpublished study prepared by Custom Bio-Products. 43301001 524 OWN Condition p ¥ Rgaiftration
Swgfred, B, Spencer, T. ; Keehler, B (2019) sagee® “r A
Susceptibility of Eurcpean Corn Borer, Ostrizia nubnlales, . : . »
to the CrylA.105 and Cry2Ab2 Bt Proteins: 2013 . . IRM
Collections and Assays. Project Number: CR249/141:2 TTI Y TEILL]
Enpublished study prepared by University of Nebraska 49501002 524 OWN 1 Cobdition % Registration
'Y [EL L]
L]
Sung, ., Dong, 3.. Zhang, H.; et al. (2014) Susceptibility sapee TTL
of Southwestem Com Borer, Diatraea grondiosella, tw© L s »
Bacillus thoringiensis CrylA 105 and Cry2Ab2: 2013 sopes I.RM .
Collections and Assays. Project Number: CR249/J4E2. tssasn
Unpubiished study prepared by University of Missouri, 49501003 524 OWN Conditicn & R2ajstration
L E A J
L ]
Monsanto Company, Ploneer Hi-Bred Internauanal, inc, “ae’ @
Syngema Seeds, Inc., and Mycogen Seeds (2013)
Subrmssion of General Pesticide Data in Supperl of the
Repistrations of Com Borer-Protected Bt Com, Com
Rootworm-Protected Bt Com, and Corn Bore/Cam
Rootworm-Protected Stacked and Pyramided Com. 49559500 524 {OWN Condition of Registraticn
Signature Name and Title Date
See page 1 for signature Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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P Form Approved OMB Na. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
[ Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistrations and special review activities, inciuding time for reading the instructions and completing the necessary forms. Send commenis regarding the burden estimate or any olher aspect of this
coliection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137, U.S. Environmental Protection Agency, 401 M Street, SW.,
Whashington, DC 20460. Do not send the form to this address.
DATA MATRIX Pk
Date: March 11, 2016 EPA Reg. NofFile Symbol: 62719-YYY [ Page §23%%7
Applicant's/Registrant's Name & Address: Product: sessnt
Dow AgroSciences, 9330 Zionsville Road, lndisnapolis, IN 46268 SmartStax® PRO Enlisi™ mends s
ingredient DvSni7 dsRNA and Baciffus ffnoringiensis Cry | A.105, Cry2Ab2, Cry! F, Cry3Bb1, Cry34Abl. and Cry35Ab1 and the Genetic Material { Verlor PY-ZMIR245, PHPES99, PV-:’:MZR‘ 0871, PHPI‘ﬁ‘)Zz)
Necessary for ther Production m MON §9034 - TC1507 ~ MON 87411 - DAS-59122-7 (OECD Unugue [dentifier MON-89034-3 - DAS-21567-1 x MON-87411-9 » DAS-59122.7) «svsse ssbe
Guideline Reference Number Guideline Study Name MRID Number Submitter Status i i Natd
Agricultural  Biotechnology  Stewardship  Technical estless P snse
Commites (2012} Submission of Efficacy Data in . .
Suppart of the Registrations of MON 810, MON 88017, A P .
MON 88017 x MONB10, MON 89034, MON $9034 x L ve we
MON 88017, MON 3903 x TC1507 x MON 28017 x . s 8
DAS 59122-7, MON 89034 x TCI1507 « MON BR0(7 x * ¢
DAS-55122-7, Pioneer Brand Seed Corn with Hercobex [,
Herculex Roobworm Insect Protection, Herculex Xim
Insect Protection, Yieldgard Thsect Resistant Cam,
Agrisure RW Reotworm-Protecled Cotn, Brll x MIRA604
Com, Bt!1 x MIR162 Com, Btil x MIR162 x MIR&)
Corn, Ot} x MIRI&2 x TCI507 Com, Dtll x DAS-
39122-7 x MIRAM x TC1307 Com, Herculex T Insect
Protection, erculex RW Insect Protection, Herculex Xt
Insect Protection, MON 83033 x TC1507 x MON 48017 LRM
X [DAS-59122-7 and MONS9034 x TC1507 MONEEDIT x
DIAS-59122-7. 48732800 ABSTC Condition of Legistratior_|
Monsanito Company (2012) Submission of Efficacy Data
in Suppon of the Registrations of MON 89034 x TC1507
x MON 88017 x DAS-59122-7 and MON 89034 x IRM
TC1507 x MON 88017 x DAS-58122-7 with Interspersed
Refuge. 48749000 524 OWN Condition of Registratig-
Schnewder, R (2013) 2012 Perlormance Series Sweet
Com insect Resistance Management Compliance
Assurance Program  Reporl. Project  Number:
13/CRs255E. Unpubtlished study prepared by Monsante
Company. 49046901 524 OWN Condition of Registration
Signature Name and Title Date
See page 1 for signature Stephanie .. Burian March 11, 2016
LS Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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. Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRCNMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Paparwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, incuding time for reading the instructions end completing ihe necassary forms. Send cormments regarding the burden estimate or any other aspect of this

collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.\W.,
Washington, DC 20460. Do not send the form to this address.
DATA MATRIX

Date: March 11, 2816 EPA Reg. NoFile Symboal: 62719-YYY Page 82 of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, [N 46268 SmartStax® PRO Enlist™

Ingredient DvSnf? dsRNA and Bacitlus thuringiensiy Cry1 A 105, Cry2Ab2, Cry!F, Cry3Bb1, Cry34Abi, and Cry35Abl and the Genetic Matenal (Vector PY-ZMIR245, PHPEY99, PV-ZMIR10871, PHP17622)
Necessary for their Production in MON 89034 « TC1507 » MON 87411 = DAS.59122.7 (ODECD Unigue Identifier MON-89034-3 - DAS-O1507-1 « MON-87411-0 » DAS-53132-7)

Gisideline Reference Number Guideling Study Name MR1D Mumber Submittar Status woig

Monsanmto Company {2013) Submussion of Pesticide use
Data in Support of the Registration of MON 89034 x :
MON 83017. 49046500 524 OWN Condition of Reyistration |

Monsanto Company (2013) Submission of Pesticide Use
Data in Support of the Registrations of MON 85034 x
TC1507 x MON 88017 x DAS-55122-7 RIB Complete
and MON £9034 Seed Blend. 49047100 524 OWN Conditior of Registratiol,
Ruezinsky, D.; Trigg, R (2013) Annual Reporung on

Seed Coloration for MON 89034 x TCI507 » MON
88017 x DAS-59122-7 RIB Complete and MON 89034
RIB Complete.  Project Number: 12/CR/254EN 31 o e e
Unpubtished study prepared by Monsanto Company. 45047101 524 OWN » o 4 daonditior ~ P cmistration
Monsanto Company (2013) Submission of Economics s |e e »
Data in Support of the Registrations of MON 810, MON A - . .
BROLF, MON 88017 x MON 810, MON 89034, MON shdene sdenss
80034 v MON BR017, MON 83034 x TC1307 x MON :r : *
88017 x DAS 539122-7, MON 89034 x TC1507 x MON e :"'
88017 « DAS-59122.7 RIB Complere and MON 859034 YT sees
Seed Blend. 49048300 524 OWN t Cotditien of Rggistration
anges

L »

oA s
Monsanie Company (2013) Submission of Efficacy Data *
in Support of the Registration of MON 85034 x TC1507 x I.Hl: *
MON 88017 % DAS-59122-7 Rib Complete and MON L I 4
89034 x TC1507 x MON 88017 x DAS-39123-7. 49099200 524 OwWN Condition of Registration

Signature Name and Title Date
See page 1 for signature Stephanie L. Burton March 11,2016
US Regulatory Manager
EPA Form 8570-35 (§-97) Electronic and Paper versions available. Submit only Paper version. Agancy intermal Uge Copy
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o~ Form Approved OMB No_ 2070-0060
ﬂ'E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20480
Paparwork Reduction Act Notice: The public reporing burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per responge
for reregistration and special review activities, including time for reading the instrudlions and completing the necessary forms. Send commenis regarding the burden estimate or any ather aspect of this

collection of infarmation, including suggestions for reducing the burden to: Director, OPPE Imformation Managemert Division {2137), U.S. Environmental Protection Agency, 401 M Streat, SW.,
Vashington, DC 20460. Do not send the form to this address.

DATA MATRIX e s
Date: March 11, 2016 EPA Reg. No./File Symbol, 62719-YYY ] Page 3348M27
Applicant's/Registrant's Name & Address: Produict: seesnn
Dow AgroSciences, 9330 Zionsville Road, Indianapolis. IN 46268 SmariStax® PRO Enlist™ aenas e
Ingredient DvBni7 dsRNA and Bacslius thuringiensis Cryl A 105, Cry2Ab2, Cry |F, Cry3Bbl, Cry34Ah], and Cry35Ab1 and the Genetic Material {Vector PV-ZMIR245, PHPROYY, FV-@\{HQ 0871, PHPI T622)
Necessary for their Production in MON §9034 < TC1507 < MON 87411 < DAS-59122-7 (OECD Unique Mentifier MON-890334-3 - DAS-21507-1 x MON-§7411-9 <« DAS-35122-7) seaee seas
Guideline Reference Number Guideline Study Name MRID Number Submitier Status .l' . s
Head. G, Carroll, M ; Price, P.; et al. (2013) Condstions of P 4 ssseus
Registration for MON 89034 x TC1507 x MON 88017 x . . ¢t
DAS-59122-7 (SmanStax) Bt Com Seed Blend. Pmoject s ¢ ® »
Number: MSLO024767. CR242/13El. Unpublished study ? ey s a8
prepared by Monsanto Company. 49039201 524 OWN Conditiorrof Regtration

Monsanto Company (2013) Submission of Toxicity Datn
in Support of the Registrations of MON 29034, MON

I
$9034 x MON 83017, MON 89034 x TC1507 x MON el |
88017 x DAS-59122.7 RIB Complete, MON 89034 Seed '
Blend, and MON 89034 x MON 88017 Seed Blend. 49204600 524 OWN Condition of Registraticn
Lang, B. (2013} Assessment of Bt Susceptibility of Corn
Earworm, Heliocoverpa  zea, to CoylA 1050 2(12 (LLY
Collections and Assays  Project Number: CR249%/13E1.

Unpublished study prepared by Custom Bio-Products, 45204601 524 OWN Condition uf hegistration

Siggfiied, B., Spencer, T, Koehler, B (2011
Susceptibility of the Europcan Corn Barer, Osirinia

nubilalis 10 UrylA.105 and Cry2Ab2 Bt Proteins: 2012 TRM
Collections and Assays. Project Number: CR249/13151.
Unpublished study prepared by University of Nebraska. 49204602 524 OWN Condition of Registration

Song, Q., Dang, 8., Chen, X. {2013) Suseeptibility of
Southwestern  Corn Borer, Doatraca  prandiosella, 1@

Bucillus thuringiensis CrylA.105 and Cry2Ab2: 2012 IRM
Collections and Assays. Project Number. CR249/13E(.
Unpublished study prepared by Universily of Missouri 49204603 524 OWN Condition of Registration
Signature Name and Title Date
See page 1 for signature Stephanie L. Burton March 11,2016

US Repulatory Manager
EPA Forrn 8570-35 (8-87) Elecironic and Paper versions availabie. Submit onty Paper version. Agency Internal Use Copy




Dow AgroSciences 103 of 312

~ Form Approved OMB Ne. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Paporwork Reduction Act Noticee: The public reporting burden for this collection of information is estimated to average 0.25 hours per fesponse for regislration aclivities and 0.25 hours per response
for reregistration and special review activities, induding time for reading the instructions and completing the necessary forms. Send comments regarding he burden estimate or any other aspect of this

coltection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Erwironmental Pratection Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: March 11,2016 EPA Reg. No fFile Symbol: 62719-YYY | Page 84 of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Bacillis thuringiensis Cry 1A 105, Cry2Ab2, CryIF, Cry3Bb1, Cry34ab], and Cry35Ab| and the Genelie Matenal (Vecor PV-ZMR245, PHP8999, PV-ZMIR 10871, PHP17622)
Necessary for their Preduction m MON 89034 « TC1507 « MON 87411 « DAS-58122-7 (OECD Unique Idemifier MON-89034-3 - DAS-01587-1 x MON-§7411-0 = DAS-5¢121.7)

Guideline Reference Number Guideling Study Name MRID Number Submitter Status Newe

Insect Resistance Mapagement lechnical Subromminee
ol the Agricultural Baolechnology Stewardship Technical
Commitiee (2013) Submission of Efficacy Dala in
Support of the Registralions of Mon 810, MON 83017 X
MON B10, MON 83034 X TCI1507 X MON 33017 X
DAS 59122.7, MON 89034 X TCI1507 X MQON 88017 X .
DAS-39122-7 RIB COMPLETE, Herculex 1 [Insect

Prriection, Herculex Xtre Lnsect Protection, MON 89034
X TC1507 X MON 88017 X DAS-59{22-7, MONRI0O34
X ICI507 X MONRB017T X DAS59{22-7, Attribute
Insect Protected Sweet Com, Yieldgard Insect Resislant
Com, BTI1 X MIR604 Com, BTIl X MIR162 Com,

BTI1 X MIR162 X MIR604 Com, BT11 X MIRI62 X e
TC1507 Com, BTIIXDAS-59122-7XMIR604XTC] 507 b (el e e
Com, BTIt X MIR162 X TC1507 Refuge Seed Blend s |o & .
Com, BTI1XDAS-39122-7 X MIR604 X TC1507 ¢ ‘ . .
Refuge Seed Blend Com, segers gesene
BT11XMIRI62XMIRG04XTC1507X5307 Cormn, + ®
CBT1IXMIR604XTCIS07X5307  Com.  Optimum e e
Acremax | Insect Protection. and Optimum I[nirasect . :to. m .
Insect Profection, 1507X591 22 XMONS10, L . .
59122 XMONS10 NAA ABSTC e » Chndition gf Regjstration
*PORBY
L]
Burd, T. {213 Momtoring the Susceptibility of Com Pk R
Lepidopteran Pests to the CrylAb and CryvlF Proteins: we 0
2012 Moniorng Results Project Number IRM/2013/1. IRM
Unpublished  smdy  prepared by  Apriculmrel
Biotechnology Stewardship Technical Committee. 49207001 ABSTC Condition of Registration
Signature Name and Tille Date
See page 1 for signature Stephanie L. Burton March 11, 2016

US Regulatory Manager
EPA Form 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper version. Agency internal Use Copy
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N Fortn Approved OMB No. 2070-0080
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streat, S.W.
[ Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
coliection of information, including suggestions for reducing the burden to: Director, OPPE infermation Managernent Division (2137), U.S. Environmentai Protection Agency, 401 M Street, SW.,
Washingten, DC 20460, Do not send the form to fhis address.

DATA MATRIX ee o

Dak: March 11,2016 EPA Reg. No./fFile Symbol: 62719-YYY 1 Page 84 8%%7
Applicant's/Registrant's Name & Address: Product: seevee
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ —maas * *
Ingredient DvSnf? dsRNA ard Bacilius thuringfensis Cry | A 105, Cry2Ab2, CrylF, Cry3Bh1, Cry34Abl, and Cry35Ab1 and the Genelic Matenal (Vecior PY-ZMIR245, PHPSY99, PV-{MLFQ U871, PHPI7622)
Mecessary for thew Production in MON 89034 » TC1507 = MON 87411 = DAS-59122-7 {OECD Unuque [dentifier MON-89(334-1 - DAS-21507-1 « MON-87411-9 = DAS-50122-7} se v e sene
Guideline Reference Number Guideline Study Name MRID Number Submifter Status e nagen

Meonsanto Company {2073} Submission of Efficacy Data .- - tasess

in Supporl of the Registration of MON 88017, MON . L]

88017 X MON 810, MON 89034 X MON 88017, MON s s :

89034 X TC 1307 X MON B8017 X DAS-39122-7, TCT '.-:.: s o8

1507 X MON 88017 X DAS-54122-7 RIB. and MON * s a8

89034 X MON 88017. 49230300 524 OWN Condition df Reghtration

Head, G Camoll, M. Prce, P (2013) 2012 Weslern

Corn Rootworm Resistance Monitoring tor Cry3Bbl:

MON E8G17, MON 88017 X MON 810, MON 39034 X

MON RR017, MON 89034 X TC 1507 X MON 88017 X

DAS-59122-7, TCT 1507 X MON 88017 X DAS-59122-7

RIB, MON 89034 X MON 88017 Project Number: IRM

MSELO025145, CR230/13E2. Unpublished study prepared

by Monsanto Company. 49230301 524 OWN Conditio. of Registration

Monsanto Company, Mycogen Seeds, Syngenia Seeds,

Inc. and Pioneer ili-Bred Internanonal, Ilnc. (2014}

Submission of Eflicecy Dala in Suppor of the

Regstrations of Comn Horer-Protected Bt Com, Com IRM

Reoorworm-Protected Bt Corn, Com  BorerCom

Rootwortmn-Protected Stacked and Pyramided Bt Com. 49306900 524 OWN Condition of Registration

Smith, M., Smith, A (2014} 2013 Insect Resistance

Management (IRM) Compliance Assurance Program

Report  fuor Com  Boret-Protected Bt Com. Com

Rootworm-Protected Bt Com, Com BortCom

Rootworm-Protected  Stacked and Pyramided Bt Com IRM

Project Number. CAP2013. Unpublished study prepaned

by Mansante Company. 493030901 524 QOWN Condition of Registration
Signature Name and Title Date

See page 1 for signature Stephanie L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency internal Use Copy
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~ Forn Approved OMB No. 2070-D060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
[ Washington, D.C. 20460 -
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, ineluding tire for reading the instructions and completing the necessary forme. Send eormments regarding the burden estimate or any other aspect of this

cao¥iection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmenital Protection Agency, 401 M Street, S.W.,
Washingtan, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: March i, 2016 EPA Reg. NoFile Symbol: 62719-YYY Page 86 of 127
Applicant's/Registrant’s Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlisi™

Ingredient BvSrd7 dsRNA and Buciliys thuringiensis Cryl A 105, Cry2Ab2, Cry1F, Cry3Bbi, Cry34Abl, and Cry35Ab1 and the Genetic Matenal (Vector FV-ZMIR245, PHPR99Y, PV-ZMIRI087 1, PHP17622)
Mecessary for their Production in MON 85034 x TC1507 » MON 81411 » DAS-59122-7 {QECD Umgque [dentitier MON-89034-3 - DAS-315@7-1 x MON-§7411-9 x DDAS-539122-7)

Guideline Reference Number Guideline Study MName MRID Number Submitter Status Tt
Monsganto  Company (2014) Submission of
Pesticide Use Data in Support of the Regisiration of
MON 59034 X MON §8017 Corn. 49309000 524 OWN Condition of Pegistration
Schneider, R. (2014) 2013 Performance Series
Sweet Com  Inseer Resistance Management
Compliance Assurance Program Reporl.  Project IRM
Number: CR2I55/14E1. Unpublished  study
prepared by Monsanto Company. 49309001 524 OWN Conditis. vo Qugistration
Monsanto Company (201 4) Submission of Efficacy » .
Data in Support of the Registrtions of MON sobhoss "es sl
BR017, MON 88017 x MON 810, MON 89034 x RN .
MON 8017, MON 89034 x TC1507x MON E8017 . M IRM
x DAS-59122-7 Seed Blend, and MON $9034 x sejpese sssens
MON 88017 Seed Blend. 49439700 524 OWN ® Comdition of Regisiration
Head, G.; Carrell. M.; Willse, A.; et ai, (2014) e .
2013 Season Monitoring for the Susceptibility of sopre ases
Neonate Westem Com Rootworm Larvae fo the - *
Bacillus thuringiensis Cry3Bbl Proiwein. Project 2 enns
Number: CR250/14E1, MSL0025978. &M
Unpublished study prepared by Custom Bio- eese
Products and Monsanto Company. 494549701 524 OWN Condition aTdk'gisa'alion

Signature Name and Title Date

See page 1 for signature Stephanic L. Burton March 11, 2016

UUS Repulatory Manager
EPA Form 8570-35 (S-97) Electronic and Paper versions avallabie. Submit only Paper version, Agency Internal Use Copy
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o Form Apgroved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
[ Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporing burden for this coliection of informalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to: Direclor, OFPPE Information Management Division {2137}, U.5. Environmental Protection Agency, 401 M Street, SW.,
Washington, DC 20460, Do not ser the form ta this address.
DATA MATRIX o e

Date: March 11,2016 " | EPA Reg. No.fFile Symbol: 62719-YYY | Page 8?3137
Applicant's/Registrant'’s Name & Address: Product: smenwe
Dow AgroSciences, 9330 Zionsville Road, Indianapclis, IN 46268 SmantStax® PRO Enlist™ seatse * *
Ingredient DvSnf? dsRNA and Bacifius thuringiensis Cry 1A 108, Cry2Ab2, CrylF, Cry3Bb1, Cry34Abl, and Cry35Ab1 and the Genetic Material { Vector PY-ZMIR245, PHP8999, PV zi\ﬂ]a(}!ﬁl PHPI”SEZ)
Negessary for their Production m MON 89034 » TC1507 = MON 87411 = DAS-5%122-7 (ORCD Unique Identifier MON-89034-3 - DAS-Q1507-1 = MOMN-87411-9 x DAS-59121-7) #eees
Guideling Reference Number | Guideling Study Name MRID Number Submitter Status o No‘lé i

Agnculturel  Biotechnology  Stewardship Technical a0 : 4 : : seoae

Committee (2014} Submission of Efficacy Data in . . . hd

Suppor of the Regisirations of MON 810, MON 88107 % . e -

MON £10, MOM 89034 xTC 1507 x MON 88017 x DAS Teelses on ee

59122-7, MON 89034 x TC1507 x MON 38017 x DAS- *, " e

59122-7 Saed Blend, MON 89034 x TCI507 x MON

88017 x DAS-59122-7 Rib Complee. Herculex Insect

Protection, Hercelex Xtra Insect Protection, Smertslax,

Smartslax Refuge Advanced, BT!1 Insect-Resistant Comn,

BT11 x MIR604 Com, Attribute Tnsect Protecied Sweet

Com. BT11 x MIR162 Com, BT11 x MIR 162 x MIRG)4

Com, BT11l x MIR162 x TCI307 Cotn, BTIIlx DAS-

59122-7 x MIR60O4 x TC1507 Com, BT11 x MIRI162 x

TC1307 Refuge Seed Blend Corn. BT11 x DAS-59122-7

x MIRAU4 x TC1507 Refuge Seed Blen Com, BT x

MIRI62 AMIRSN4 w TCI1507 x5307 Com, BTII x

MIR&04 x TC1507 x 5307 Com, Optimum Acremax |

Insect Protection, Optimum Intrasect lnsect Protection, IRM

1507 » 59122 x MONS10, 59122 » MONS10, Oplimum

Acremax Xtra Insect Protection. 49460000 ABSTC Condition of Registration

Durd, T (2014} Monitering the Susceptibility of Corn

Lepidopteran Pests to Crylab, CrylF and VipiaA

Proteins: 2013 Monitoring Resultis  Project Number:

IRM/2014:1. Unpublished study prepared by Agriculural TRM

Biotechnology Stewardship Technical Commitice cfo

Arend Fox, LLP. 49460001 ABSTC Condition of Registration

Lang, B. (2014) Assessment of Bt Susceptibiliry of Corn

Earworm,  Helicoverpa zos, o CrylAiUS: 2013 IRM

Collections and Assays. Project Number: CR249/14L2.

Unpublished study prepared by Cusiom Bio-Products. 49501001 524 OWN Condition of Registration
Signature Name and Title Date

See page | for signature Stephanie L. Burlon March 11, 2016
US Regulatory Mansger

EPA Form 8570-35 (9-97) Elecironic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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- Form Approved OMB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
| Washington, D.C. 20460

Paperwork Reduetion Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respanse for registration activities and 0.25 hours per rospanse
for reregisiration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send cormments regarding the burden estimate or any other aspect of this
colleclion of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmential Protection Agency, 401 M Street, SW._,
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: March 11, 2016 EPA Reg. No./File Symbol: 62719-YYY ] Page 88 of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmantStax® PRO EnlisttM

Ingredient DvSniT dsRNA and Baciffus thuringiensis Cry1A.108, Cry2Ab2, Cryl1F, Cry3Bb1, Cry34Ab1, and Cry3sAbl and the Genetic Material (Vector PY-ZMIR24 5, PHPR99S, PV-ZMIR1087], PHPITE22)
Mecessary for their Produetion in MON 89034 » TC1507 « MON 87411 « DAS-59122-7 (OECD Unigue identifier MON-80{334-3 - DAS-@1367-1 x MON-§7411-9 x DAS-50122-

Guideline Reference Number Guidaling Study Name MRID Number Submitter Status Mote

Monsante Company (2014} Submissien of Efficacy Dala
m Support of the Registrations of MON 89034, MON
80037 x MON B8017, MON 89034 xTC L1507 x MON
88017 x DAS-39122-7, MON 89034 xTC1507, MON
89034 x TC1507 x MON BROL7 x DAS-59122-7 Sced
Biend, MON 89034 Seed Blend, MON 89034 x MON IRM
8017 Seed Blend and MON 89034 X TCI507 Seed
Blend. 49501000 524 OWN Condition ot Registratin~
Sieghned. B, Spencer, ‘I. : Koehler, B, (2014)
Susceptibility of European Corn Borer, Osirinia nubilelis, .
to the CrylA105 and Cry2Ab2 Bt Proteins: 2013 JEM L
Collections and Assays. Project Number; CR249/14E2, b o 8e
Unpublished study prepared by University of Nebraska 49501002 524 OWN a_|eCendition of Registration

4 ¥

somanm :I [ ) :o

L L] L
L L
Song, Q.; Dong, 5, Zhang, H.; et al. (2014} Swsceptibility [ 3] asee
ot Sewhwestern Corm Borer, Diatraea grarkhosella, 1o anmos 1 ﬂ{.
Dacillus thuringiensis CrylA.105 and Cry2Abl. 2013 3 2 .
Collections and Assays Project Number CR249/14E2. sedas
Unpublished study prepared by Liniversity of Missouri. 49501003 334 OWN Conditiondy R,géistmtion
-
tand
L . ]
Monsante Company (2014) Submission of Exposure and *ee” o
Risk Data in Supporl of the Registrations of MON 89034 [RM
Seed Blend Corn, MON 39034 x MON 88017 Seed Blend
Com, and MON 89034 x TC1507 $ced Blend Corn. 40512900 524 OWN Condition of Registration
Signature Name and Title Date
See page 1 for signature Stephanic L. Burton March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Eiectronic and Paper versions available. Submit only Paper version. Agency internal Use Copy
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o Form Approved OMB No. 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Paperwork Reduction Act Notica: The public reporting burden for this collection of infformation is estimated to average 0.25 haours per response for registration activities and 0.25 hours per respanse
for reregistration and special review activities, induding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of informatian, inciuding suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Envirormental Protaction Agency, 401 M Street, SW.,
Washington, DG 20460. Do not send the form 1o this address.
DATA MATRIX RN
Date: March |1, 2016 EPA Reg. No.File Symbal 62719-YYY ] Page #9427
Applicants/Registrant's Name & Address: Product: sesens
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlisf™ sane * T
Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cry A 105, Cry2Ab2, Cty IF, Cry3Bh1, Cry34 Abl. and Cry35Ab] and the Genestic Material {Vector PV-ZMIR245, PHPE9YY, PV zMIamm: 2.2.%1622)
Necessary for thewr Production in MON 89034 < TC1507 ~ MON 87411 ~ DAS-59122-7 (OECD Unique Identifier MON-8034-3 - DAS-@1507-1 = MON-87411-9 « DAS-59122-7jesess ende
Guideline Reference Number | Guideline Study Mame MRID Number Submitter Status S __M_ﬁ:‘ ¢
(1] : [T : : TITY]
Carroll, M., Head, (i, Lawrence, C (2014} Polential * - '
Impact of Com Seed Blends Planied In the Southem P S . |
Colton Growing Areas on Lepidopleran Pests.  Project : . - .: P’E"‘..
Number. CR254/14E2.  Unpublished study prepared by e« e @ 1
Monsantv Company. 49512903 524 OWN Condition 7 Reffiswation |
|
Monsanto Cormpany (2015) Submission of (eners 1M
Pesticide Use Data in Support of the Registration of MON
85034 X MON 83017 49555700 524 QW Condit.on of Registration
Philiion, D. {2015) 2014 Performance Series(R) Sweet
Com  Insect Resisnee Managemem Compliance
Assurance  Program  Report. Project  MNumber: IRM
CR255/16E1. Unpublished sudy prepared by Monsanto
Lompany 49355701 524 OWN Condition of Registration
Administrative Mailerials for the Application to Amend
the Plant-Incorporated Protectant, Bacillus thuringiensis
Cryl A 105, Cry2Ab2, CrylF, Cry3Bbl. Cry34Abl, and
Cryi5Ab! Proteins and the Genetic Materials (Veclors
PV-ZMIR245, PHPE999, PV-ZMIR39, and PHP17662)
Necessary tor their Production in MON 80034 < TC 1507 IRM
- MON 88017 - 12A5-39122-7, With an Interspersed In-
Field Refuge Confipuration Using a Seed Mixture N/A 524 OWN Condition of Registraticn
Signature Name and Titie Date
See page 1 for signature Stephanie .. Burton Maich 11, 2016
US Regulatory Manager

EFA Form B5670-35 (9-97) Eiectronic and Paper versions availabie. Submit enly Paper version. Agency Internal Use Copy
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~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
i Washington, D.C. 20460
Paperwork Reduction Act Notica: The public reporting burden for this collection of information is estimatedt to average 0.25 hours per response for registration activities and 0.25 hours per esponse
for reregistration and special review activities, including time for reading the instructions and completing the necessary farms. Send comments regarding the burden estimate or any olher aspect of this

collection of infermation, including suggestions for reducing the burden to: Director, OFPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form to this address.
DATA MATRIX

Date: March 11, 2016 EFA Reg. No./File Symbal 62719-YY'Y Page 90 of 127
Applicants/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmanStax® PRO Enlist™

Ingredient Dvanf7 dsRNA and Bacillus ihuringiensis Cry| A.108, Cry2Ab2, CrylF, Ciy3Bhbi, Cry34Ak1, and Cry35Ab1 and the Genetic Material {Vector PV-ZMIR245, FHP8990, PV-ZMIR10871, 21117622}
MNecessary for their Production in MON 89034 » TC1507 »~ MON 87411 = DAS-59123-7 {OECD Unique ldentifier MON-89034-3 - DAS-013507-1 x MON-§7411-9 x DAS-58122-7)

Guideline Reference Mumnber Guideling Siudy Name MRID Nurmiber Submitter Status MNote
Smith, M ; Storer, N | Carden, J . etal (2012) 2011 Insect .
Resistance Management (IRM) Coempliance Assurance
Program Report for Com Borer-Protected Bt Com, Com l
Rootworm-Protected Bt Com, Com Borer/ Com !
Roonwvorm-Protected Stacked and Pyvramided Bt Comn, IRM |
Project Mumber: CAP/2011. Unpublished study prepared
by Agriculiural Biotechnology Stewardship Techn. 48732801 ABSTC Condit:on of Registration I
Monsanto Company {2012) Submission of Efficacy Data
in Supporl of the Regisrahans of MON 89034 x TC1507
x MON 88017 x DAS-59122-7 and MON 89034 x 1M
TC1507 x MON 88017 x DAS-59122-7 wath Interspersed
Refuge. 48749000 524 OWN Condiner of kggistration
Head, G. ; Sworer, N. {20121 Conditions of Registration sequae e e
for MON 89034 x TC1507 x MON 88017 x DAS-54122- R .
7 and MON 89034 x TC1507 x MON 88017 x DAS- . . . .
539122-7 with Interspersed Refuge SmanStax Products. asgeee seesenye
Project MNumber 12/CRA241E Unpublished  study T s *
prepared by Monsanto Company. 48749001 524 OWN dinndition of Regigtration

R . EERWE m.

Mongante Company (2012} Submission of Efficacy Dala :: . .
it Support of the Registration of MON 89034 and MON seadae
82034 x MON §8017 18785700 524 OWN Condition §{BeSyration
Head, G., Greenplate, 1. Price, P. et al. (2012} Baseline L
Susceptibility of Field Populations of Fall Armyworm, sqas
Spodomern frugiperda (J E Smith), w the CrylA 105 and ® e * .
Cry2Ab2 Bacillys thuringiensis Proteins in MOM 89034
and MON 29034 x MON 83017 Sweat Com Data [RM
Summary. Project Number: 12/CR/243E. Unpubiished
study prepared by University of West Georga, 48785701 524 OWN Condition of Registration

Signature Name and Title Date

See page 1 for signature Stephanic L. Burtan March t1, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy




Dow AgroSciences 110 of 312

~n Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporiing burden for this colleclion of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and compieting the necessary foms. Send comments regarding the burcen estimate or any ather aspecl of this

collection of information, including suggestiens for reducing the burden to: Director, ORPE Information Management Division (2137), U.S. Erwironmentat Protection Agency, 401 M Street, SW.,
Washington, DC 20460 Do not send the fonm to this address.

DATA MATRIX e"%e o
Date: March 11,2016 EPA Reg No /File Symbol: 62719-YYY [ Page 91’0t 127
Applicants/Registrants Name & Address: Product: seened
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ sease ¢t

ingredient DvSnf? dsRNA and Bacilius fhuringiensis Cry | A 105, Cry2Ab2, Cryl F, Cry3Bhi, Cry3dAbl, and Cry35Ab1 and the Genetie Materl { Vector PV-ZMIR245, PHP8999, PV-ZMIRS0871, ""I"‘?é?.?.)
Necessary for their Production in MON 89034 « TC1507 « MON 87411 = DAS-5¢122-7 (OECD Unigue Identifier MON-890534-3 - DAS-01507-1 = MON-87411-9 = DAS-59122-7) ®e®se

Guideline Reference Number | Guidetine Study Name MRID Numnber Submitter Stalus J" . N T' ¢
[ ]
Monsanto  Company (2012) Subimission of Product remons : et
§9034 x TC1507 x MON R5017 x DAS-50122.7. 48793100 524 OWN . :C;ndit.a of g:ggrat
L E L L & J -.-l-
Ruczinslkey, [ (2012} Seed (Qualification Test Runs "

Validaling Seed Blend Percentages of MON 85034 x
TCI1507 x MON 88017 x DAS-59122-7 Seed Blend Cam
Pryect Number: 12/CR/242E/H . Unpublished  study
prepared by Monsanto Company, 48793101 324 OWN Condition of Registration

Chernistry Data in Suppon of the Registration of MON . : -|
on

I

I

1

Monsanto  Cempany (2012 Submission of Product
Chemistry Data in Support of the Registration of MON
89034 x TC1507 x MON E8017 x DAS-59122-7. 48793300 524 OWN Condinon of kegistration

[lead, G.; Carroll. M., Price, P. et al. {2012} Addrional
Medeling and Biclogical Research for MON 89034 x
TC1507 x MON 38017 x DAS-59122-7 {SmuriStax) Bt
Com Seed Blend: Conditions of Regisiration for MON
89034 x TCL1507 x MON 88017 x DAS-59122-7 Bl Com

Sced  Dlend. Project  Number-  RPN/2012/0193, IRM
12/CR242E. Unpublished study prepared by Monsamo

Company, 48793301 524 OWN Condition of Registration
Monzanto Company {2012} Submission of Efficacy Dawa 1RM

in Support of the Registration of MON 83034 48826000 524 OWN Condition of Registration

Camoll, M., Head, G. (2012} Conditions of Registration
for MON 89034 Seed Blend Com. Prayect Number
12CR243E/). Unpublished swdy prepared by Monsanto

Company. 48826001 524 OWN Condition of Registration
Signature Name and Titie Date
See page 1 for signature Stephanie L. Burton March 11, 2016
US Repulatory Manager

EFA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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) Form Approved OMB Noa. 2070-00G0
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
| Washington, D.C. 20460
Paparwork Reduction Act Matice: The public reporling burden for this colleclion of information is estimeted to average 0.25 hours pér response for registration aclivities and 0.25 hours per respanse
for reregistration and special review activities, including time for reading the instructions and compieting the necessary forms. Send comments regarding the burden esfimate or any other aspect of this

collection of infermation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, LS. Environmental Protection Agency, 401 M Street, S\,
Washington, DG 20450, Do not send the formm 1o this address.

DATA MATRIX
Date: March 11,2016 EPA Reg. No./File Symboi: 62719-YYY Page 92 of 127
Appiicant's/Registrant's Name & Address: Product;
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 StnartStax® PRO Enlist™m
Ingredient DvSnf7 dsRNA and Baciitus thuringiensis Cryl A 105, Cry2Ab2, CrylF, Cry3Bbl, Cry3 Ab!, and Cry35Abl and the Genetic Matenial {Vector PY-ZMIR245, PHP89$S, PY-ZMIR10871, MIIT17622)
Negegsary for their Production in MON 89034 x TC1307 ~ MON E7411 x DAS-59122-7 (OECD Unique [dentifier MON-89{134-3 - DAS-B1567-1 x MON-87411-9 x DAS-39122-7)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Mote
Monsanto Company (2012} Submission of Efficacy Daln
in Support of the Repistmation of MON 8503 x IPM
TCI507«MON 88017 x DAS 59122-7 and MON 89034 x
TC 1507 x MON 88017 x DAS 59122-7. 48922900 524 OWN Condivon of degistration |

Head, G., Carroll, M., Storer. N. {2012} Conditions of
Registration for MON 83034 x TC1507 x MON 88017 x
DAS-59122.7 and MON 89034 x TC1307 » MON 88017
x DAS-39122-7 with Imerspersed Refuge Smartsiax
Producis:  Additional Modeling.  Project  Number:
IXCR248E MSL0024383. Unpublished siudy prepared

by Monsanto Company. 48922901 524 UWN Conditiv.n of Repistration
L[ ]

Monsanto Company (2012) Submission of Efficacy Data R . . a" e

in Support of the Regisiralion of MON 39034, MON e (v @

89034 x MON 88017, MON 89034 x TCI507 x MON : ® : -

88017 x DAS 59122-7 RIB and MON 83034 Sced Blend, 48923200 524 OWN Condition 8¢ Redigrration

Siegfried, B., Spencer, T, Koehler, B (2012) : : *

Susceptibility of the Eurcpean Com Borer, Ostrima e sgee

nubilalis, 10 Cryl A 105 and Cry2Ab2 Bt Pmotems: 2011

BERSN .
Collections and Assay. Project Number: 12/CR/249F L . .
Unpublished study prepared by University of Nebraska. 48923202 524 OWN e o p &ondition of Repisiration

ARES b
Song. Q.. Dong. 8. Chen, X (2012} Susceptibility to *
Southwestern Com  Borer, Diatraca grandiosella, to et
Bacillus thunpgiensis CrylA 105 and Cry2ab2: 2011 R° .
Collections and Assays. Project Number: 12/CR2249E.
Unpublished study prepared by University of Missour, 48923203 524 OWN Condition of Registration
Signature Name and Title Date
Sec page 1 for signature Stephanie [.. Burton March 11,2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Subrit only Paper version. Agency Internal Use Copy
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~ Form Approved OMB No. 2070-0060
vE PA LUNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
i Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burdan for this collection of information |s estimaied to average 0.25 hours per response for registration activities and ¢.25 hours per response
for reregistration and special review activilies, including time for reading the instruclions and compleding the necessary forms. Send comments regamding the burden estimate or any other aspect of this

coilection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmnenlal Proteclion Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX P
Date: March 11,2016 EPA Reg. Na./Fite Symbol. 62719-YYY [ Page 93 ¢ 127
Applicants/Registrant's Name & Address: Product: asseer
Dow AgroSciences, 9330 Zionsvitle Road, Indianapolis, IN 46268 SmartStax® PRO Entist™ seses s

Ingredient Dv3ni? dsRNA and Bacrllus thuringrensis Cryl A 105, Cry2Ab2, Cry1F. Cry3Bbl, Cry34Abl, and Cry35Ab( and the Genetic Material {Vector PV-ZMIR2435, PHP8949, PV-:MII:I 0871, & l.‘l‘l'622)
Mecessary for their Production in MON 89034 <« TC1307 » MON 87411 = DAS-59122-7 (OECD Unique [dentifier MON-850134-3 - DAS-015Q7-1 = MON-87411- x DAS-59]22.7) sseas pege

i
Guideline Reference Number | Guideline Study Name MRID Number Submitter Status P, N&EC*

-
aRsdnd

Monsonto Company and Dow AgroSciences, LLC (2012}
Submission of Pesticide Use Data m Suppor of the
Amended Registration of MON 89034 X TCIS07 X
MON BROIT X DAS-59123.7 48926000 524 OWN

[]

-
L) &>

-

- *

»

Head, G.. Carroll, M.; Storer. N. (2012) Canditions of
Regustration for MON 89034 X TC1507 X MON 88017
X DAS-59122-7 and MON 89034 x TC1507 x MON
88017 x DAS-59122-7 with Interspersed Refuge
SmartStax  Products: Additonal Modeling — Project
Number. 12/CR/248E, MSLO024383. Unpublished shudy
prepared by Moensanto Conpany. 48926001 524 OWN Condition of Registration

!

: |
s Condit'on APEAstration |
. !

l

Agricultural  Biotechnology  Stewardship  Techmical
Committee (2012} Submission of the Exposure and Risk
Duta in Support of the Amended Regrstrations of MON
810, MON 463 x MON 810, MON 88017 x MON R10,
MON 80034 x TCL507 x MONEROLT x DAS-539122-7.
Pioneer Brand Seed Com with tlerculex [, Hercvlex Xmra
Insect Protectian, Oplimum Acremax 1 Tnsect Protection,
Optimum Intrasect Insect Prowction,
1307X59122XMONRH), S9122XMONEI0,  Yieldgard
Tnsect Resistant Com, BTI1 X MIRS604 Cormn, BTt X
MIRI162 Com, BTII X MIRIA2 X MIRA&04 Com, BT
¥ MIRIA2 X TCLM7? Com, BTIIXDAS-539122-
TAMIRGGIXTCI307 Com, Attnbute Insect Protected
Sweet Com, Herculex [ Insect Protection, 1arculex Xtre
Insect Protection. MON 39034 X TC 1507 X MON 8R017 IRM
X DAS-59122-7, and MONS9034 X TCL507 X
MONSBOI7 X DAS59122-7. 48926100 524 OWN Condition of Registration

Signature Name and Title Date
See page 1 for sighature Stephanie L. Burton March 11, 2016

LS Regulaiory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency internal Use Copy




f

Dow AgroSciences 113 0f 312

~ Form Approved OMB No. 2076-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
| Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this

colleclion of informalicn, including suggestions for reducing the burden to: Director, OFPE Information Management Division {2137), U.S. Ervironmental Protection Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: March 11, 2016 EPA Reg. No/File Symbol. 62719-YYY Page 94 o 127
Applicant's/Registrant's Narme & Address: Praduct:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingrediant DuSnf7 dsRNA and Bacillus thuringiensiz Cry 1A 105, Cry2Ah2, Coy1F, Cry3Bbl, Cry34Ab], and Cry35Ab1 and the Genehic Material (Veetor PV.ZMIR245. PHPRS99, PV.ZMIRIO871, P20 17422}
Necessary for thew Production in MON 89034 = TC1507 «~ MON 87411 =~ DAS-59122-7 (OECD Unique Identifier MON-85(¥34-3 - DAS-@156@7-1 = MON-87411-9 < DAS-59122-7)

Guideline Reference Number Guideling Study Name MRID Number Submitter Stalus __Note

Binning_ R. (2012) Monitoring the Susceptibility of Com
Lepidepteran Pests 1o the CrylAb and CrylF Proteins

2011 Monitoring Results  Project Number: [RM/2012/1 IRM
Unpubhished  study  prepared by  Agricultural

r

Biotechnology Stewardship Technical Commttee. 489246101 524 OWN Condition of Registration I
|

|

Monsanic Company (2012} Submission of Resistance
Data in Supporl of Lhe Applicatians for Registration of

MON 863, MON 863 X MON 810, MON 88017, MON 1
BR017 X MON 810, MON 89034 X MON 38017, MON 1R~
R9034 X TC 1507 X MON 88017 X DAS-39122-7. and
MON 89034 X TC1507 X MON 88017 X DAS-58122.7. 48928300 324 OWN Condiriun 1 Repistration
._._‘__E‘_..
Head, G ; Price, P. {2012) 2011 Western Com Roorworm ® et
Resistance Moniloring for Cry3Bbl  Project Number :“:.: RM
MSLO024431, 12/CR/250E. Unpublished study prepared s "3 .
by Monsanlo Cummpany 48928301 524 OWN onditiorfiof Redistration
[ ] L]
Monsanw Company (2012) Submission of Pesticide Use R semn
Data in Suppon of the Registration of MON $9034 Seed a
Blend. 49061100 524 QWN  eseed ndition®dt W aistration
L | - []
Hums, L {2012} Insect Resmstance  Management somes . -
Compliance Assurance Program for MON 89034 Secd ssnqgem
Blend Com.  Project Number: 10/CR/212E/CAP, TRM
Unpublished study prepared by Monsanto Company 49001101 524 OWN Cendition ofR$Bistration
Stgnature Name and Titte Date s =
See page I for signature Stephanie L. Burion March 11, 2016
US Repulatory Manager
EPA Form 8570-35 {9-57) Electronic and Paper versions available. Submit anly Paper version. Agency Internal Use Copy
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o Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
i Washington, D.C. 20460

Paporwork Reduction Act Notice: The public reporting burden for this collection of infformation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send cormmments regarding the burden estimate or any other aspect of this
collaction of information, including suggestions for reducing the burden to: Directer, OPPE Information Management Division {2137), U.S. Environmenta! Protection Agency, 401 M Streel, SW.,
Washington, DG 20460. Do not send the form 1o this address

DATA MATRIX et
Date: March 11, 2016 EPA Req. NoJFile Symboi. 62719-YYY [ Page WaP 77
Applicant's/iRegistrant's Name & Address: Product: cecsen
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enligi™ R * °
Ingredient DvSnf7 dsRNA and Bacilfus thuringiensis Cryl A.105, Cry2Ab2, Cry1F, Cry3Bhi, Cry34 Abl, and Cry35Abt and the Genelic Material {Vectar PV-ZMIR245, PHPROGY, PVfMlB] (R71, BIID®ME22)
Necessary for their Production w MON 89034 « TC1307 = MON 87411 * DAS-59122-7 {OECD Unigue Identiliel MON-83034-3 « DAS-G13@7-1 » MON-87411-9 » DAS-59122-7)sna 0n AL
e d
Guideline Reference Number Guideline Study Narne MRID Number Submitier Status b Ne#=e
- L] a4
Monsanle Company {2013) Submission of Efficacy Dala soedes N :"':.' '
w Suppori of the Registration of MON 89034 x TCI507. 49046400 524 OWN  « @onditian of Registrat’on |
. 1
Storer, N. {2012} Information Supporting Regustration teajee as w® i
Amendments to Atlow Comumercial Planting of MON ‘. T
89034 x TC1507 [nsect Protected Com.  Project Number. l
IRM/2012/05.  Unpublished study prepaced by Dow 68467 i
AproSciences, LLC. 49046401 PER Condition ¢ f Registration

Monsante Company {2013} Submission of Lfficacy Data
i Support of the Application for Registration of MON
§9034 x TC 1507 with Interspersed Refuge 49046500} 524 OWN Conditiun ol Registration

Storer. N_ (2012} lnformation Supporting Registration of
MON #3038 x TCI507 Insect Protected Com with
Interspersed Refuge.  Project Number: IRM/2012/04.
Unpublished siudy prepared by Monsanio Company
15p. 49046501 524 OWN Condition of Registration

Monsante Company (2013} Submission of Pesticide use
Data in Support of the Registration of MON 85034 x
MON 88017, 49046900 534 OWN Condition of Registration

Schnewder, R (2013) 2012 Perdformance Senes Sweet
Com  lnsect  Resistance Management Cormpliance

Assurance  Progrom  Reporl Praject  Number IRM
1MCRA255E. Unpublished study prepared by Monsanto
Company. 49046901 524 OWN Condition of Registration
Signature Name and Title Date
See page 1 for signature Stephanie L. Burlon March 11,2016
US Regulatory Manager .
EPA Foim 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version, Agency Intsrnal Use Copy
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~ Form Approved CMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
40% M Street, SW.
i Washington, b.C. 204860
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activifies, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden esfimate of any other aspecl of this

collection of information, including suggestions for reducing the burden to: Direclor, OPPE trformation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW.,
Washingten, DC 20480. Do not send the form to this address,

DATA MATRIX
Date: March 11, 2016 EPA Reg. NofFile Symbol. 62719-YYY | Page 96 of 127
Applicant's/Registrant’s Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist'™

Ingredient DvSnf? dsRNA and Bacillus thuringiensis Cry) A 105, Cry2Ab2, CryiF, Cry3Bh!, Cry34Abl, and Cry35Abl and the Geneue Matertel (Vector PV-ZMIR245, PHP2999, PV-ZMIRI087I, 2:17. 7622)
WNecessary for their Production in MON 89034 =« TC1507 > MON 87411 « DAS-59122-7 (OECD Unmigue ldentsfier MON-89034-3 - DAS-D1567-1 = MON-87411-9 x DAS-59122-7)

Guideline Reference Number Guideline Study Name ) MRID Number Submitter Status __Note

Monsanto Company {2013} Submmsion al Pesticide Use .

Ratz i Support af the Registrations of MON 89034 x

TC1507 x MON 88017 x DAS-59122-7 RIB Complete |

and MON 89034 Seed Blend, 49047100 524 DOWN Cornditon of Registration 1
l
|

Ruerzinsky, D.; Trigg, R (2013) Annual Reperting on
Secd Coloration for MON 85034 x TCI307 x MON
28017 » DAS-59122-7 RIB Complete and MON 85034
RIB Complete.  Project Number. 12/ACR234E/13/1.
Unpublished study prepared by Monsanto Company. 49047101 524 OWN Condit:ce cof Repistration

Monsanto Company (2013) Submission of l:conomics
Data in Suppo of the Registrations of MON 810, MON
88017, MON 88017 x MON 810, MON 35034, MON
89034 x MON 88017, MON 89034 x TC1507 x MON

L ]
88017 x DAS 59122-7, MON B9034 x TC1507 x MON .' o
BB017 x DAS-59122.7 RIB Complets and MON 39034 oto:': e
Seed Biend. 49048300 524 OWN s _|sCandition of Registration
» L}
Monsaro Company {2013} Submussion of Efficacy Daw vodues i- . o:o
in Supporl of the Registration of MON 89034 x TC1507 x )
MON 88317 x DAS-59122.7 Rib Cowplete and MON Tas sane
89034 x TC1507 x MON B8017 x DAS.59122.7. 49099200 524 OWN _ | Condition Oﬁngish’aliun
r L ]
. *
Head, G, Carroil, M., Price, P; et al. (2013) Conditions of erpue . .
Registration for MON 89034 x TCL307 x MON 88017 z sesnee
DAS-59122-7 (SmartStax) Bt Com Seed Blend. Project .
Number: MSL0024767, CR242/13E1. Unpublished siudy .- .
repared by Munsanto Company 46099201 524 OWN Condition of fegistation
prep g
Signature Name and Title Date
See page 1 for signature Stephanie L. Burton March 11, 2016

US Regulatory Manager
EPA Form 8570-35 (S-97) Electronic and Paper versions avaitable, Subrnit only Paper version. Agency Internal Use Copy
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&EPA

Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington,

D.C. 20460

Faperwork Reduction Act Motice: The public reporling burden for thig collection of inforration is estimated 1o average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other asped ofthis
callection of information, including suggesiions for reducing the burden to: Direclor, OPPE Information Management Division (2137}, U.S. Environmenta! Proteciion Agency, 401 M Street aw H
Washington, DT 20460. Do not send ihe fonm 1o this address.

DATA MATRIX

Date: March 11, 2016

EPA Reg. NoJ/File Symbal 62710 YYY

Applicant's/Registrant’s Name & Address:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268

Product:
SmaitStax® PRO Enlist™

Fedaw

Trage ST

L]
LA E X ]

Ingredient DvSnf7 dsRNA and Baciftus thuringiensis Cryl A_105, Cry24b2, CrylF Cry3Bbl, Cry34Ab], and Cry35Ab1 and the Genetc Material { Vector PY-ZMIR245, PHPE99, FV- ZM!RIOSTI T‘I-"Blir'iﬁ}

Necessary for their Production in MON 89034 = TC1507 « MON 3?411 v [AS-5G12

27 (ORCD Unigue Identifier MON-89034-3 - DAS-G1507-1 x MON-87411-5 » DAS-59122- ?}

Guideline Reference Number

Guideline Study Name

MRID MNizmber

Submitter

Status

LN

e

Monsanto Company {20113) Submission of Toxicity Data
n Sapport of the Registrations of MON 89034, MON
82034 x MON 82017, MON 89034 x TCI507 x MON
88017 x DAS-59122-7 RIB Complete, MOM 85034 Seed
Blend. and MON 89034 x MON 88017 Seed Blend

49204600

524

OWN

o

Condition of Repistration

Siegfried. B, Spencer, T, Koehler, B (2013)
Suscepuibility of the European Carmm Borer, Ostnnia
nubilalis to CrylA.105 ond Cry2Ab2 Bt Proteins 2012
Collections and Assays. Project Number: CR249/13E1.
Unpublished study prepared by Uiniversity of Nebraska

49204602

324

OWN

IPM

Condityon oy fegistration

Song, Q.. Dong, S. Chen. X (2013) Susceptibility of
Soulhwestern Comn Borer, Diatrsen grandioseila, Lo
Bacilius thuringiensis Cryl A 105 and Cry2Ab2: 2012
Collectionz and Assays. Project Number: CR249/13E].
Unpublished study prepared by University of Missouri

492014603

524

DOWN

1IRM

Condition of Registration

Maonsato Company (2013) Submission of Efficacy Dara in
Supporl of the Registration of MON 88017, MON 88017
X MON 810, MON 89034 X MON BR(17, MON R334
X TC 1507 X MON 88017 X DAS-59122.7, TCI 1507 X
MON 88017 X DAS-59122-7 RID, and MCN 82034 X
MON 88017,

49230300

524

OWN

IRM

Condition of Registration

Monsante Company (2013) Submission of Pesticide Use
Data i Suppor of the Experimental Use of MON 874 1)
Combined Trau Insect Contrel Com, Combinations
Necessary for their Production, and Contrals.

49235700

Condition of Registration

Signature

See page 1 for signature

Name and Title

Stephanie L. Burton
IS Regulatory Manager

Date
March 11, 2056

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Intaernal Usa Copy
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F o Form Approved OMB No. 2070-0060
B'E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
| Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden far this coliection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
coliection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Divigion (2137), U.S. Envircnmenial Protection Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the formn to this address.

DATA MATRIX

Date: March 11,2016 EPA Reg. No fFile Symbol: 627 15-YYY ] Page 9% of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, [N 46268 SmartStax® PRO Enlisi™

Ingredient DvSnf7? dsRMNA and Baciftus thuringiensis Cryl A.105, Cry2Ab2, Cry|F, Cry3Bbl, Cry34Ab!, and Cry35Ab | and the CGrenetic Material (Vector PV-ZMIR245, PHPE999, PV-ZMIR1087 |, PFP17622)
Necessary for their Production in MON 89034 « TC1507 < MON 87411 x DAS-59122-7 (OECD Unique Identifier MON-89034-3 - DAS-@13587-1 x MON-87411-9 « DAS-58122-7)

Guideiine Reference Number Guideline Study Name MRID Number Submitter Status Note

Head, G; Carroll. M., Pnee, P. (2013} 2012 Westemn
Com Reotworm Resistance Momitoring for Cry3Bbl-
MON 88017, MON 88017 X MON 810, MON 89034 X
MON B2017, MON 89034 X TC 1507 X MON 88017 X
DAS-59122-7, TC1 1507 X MON 88017 X DAS-59{22-7

RIB, MON 89034 X MON 38017. Pmject Number. "FM
MSL0025145, CR250/13F2. Unpublished study prepared
by Monsanto Company. 49230301 524 OWN Condition of Regisiration

Groth, M.; Kannall, H; Patino, €. (2013) Amended
Apptication for an Experimental Use Permit to Test MON
87411, Combined ‘frait Insect Comrol Com,
Combinations Necessary for their  Production, and
Controls.  Project Number: CR240/13E3. Unpublished

swudy prepared by Monsanto Company. 49235701 324 OWN Admimistrative

w - -

4 8
Monsame Company. Mycogen Secds, Syngentla Seeds, :":.: * -
Inc. and Proneer Hi-Bred Intemanonal, [nc (2014) b
Submission of Lfficacy Data in Support of the - * :.
Registrations of Com Borer-Protected Bl Com, Com i e ’R"
Roobworm-Protected Bt Com, {om  BorerCom o . b sawe
R.ootworm-Protected Stacked and Pyramided Bt Corn. 49306900 524 OWN (!0ndili0n of Repistration
TEQFY
Smith, M.: Smith, A. {2014) 2013 sect Resistance 1 5 .
Management {IRM} Compliance Assusance Program b R - .,
Report for Cam  Borer-Protected Bt Com, Com soe
Rootworm-Protected Bt Com, Corm  BorerCom e
Rootwarm-Protected Stacked and Pyremided Bt Com. v e
Pragect Number. CAP/2013  Unpublished study prepared -
by Monsanto Company . 49306901 524 OWN Condition of Registration
Signature Name and Title Date
See page 1 for signature Stephanic L. Burion March 11, 2016
US Regulatory Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submit only Paper version. Agency Inteenal Use Copy
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Form Approved OMB No. 2070-C060
aE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
1 Washington, D.C. 20460

Paperwork Reduction Act Notice: The public repording burden for ihis collection of information is estimated to average 0.25 hours per response for registration activities and (.25 hours per response
for reregistration and special review activities, inciuding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Prolection Agency, 401 M Streef, B%Y.. 3

Washington, DC 20460 Do not send the form 1a this address. s
DATA MATRIX .
Date: March 11, 2016 EPA Reg. No./File Symbol 62719-YYY R, l FPage®s9 of 127
Applicants/Registrant's Name & Address: Product: s & ®
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 - SmartStax® PRO Enlist™ veden tesn

Ingredient DvSnf? dsRNA and Bacillus thuringiensis Cry | A 105, Cry2Ab2, CrylF, Cry3Bhi, Cry34Abl, and Cry35Ab| and the Genetic Material {Vector PV-ZMIR245, PHPRI59, PVM]GB?] "'HP ) 5.2}

Necessary for thewr Production mn MON 89034 « TC1307 ~ MON 87411 ~ DAS-59122-7 {OECD Unique ldentifier MON-§9034-3 - DAS-O1567-1 x MON-87411-9 DAS 391223-T}
Guidgling Reference Number Guigeling Study Name MRID Number Submitter Status o * Note

LA X 3]

L
Monsanta Company (2014) Submussion of Pesticide Use PR Pt “e 58
Dmz in Suppon of the Regisiration of MON 89034 X e & »

MON 88017 Com. 49305000 524 OWN Condition of itc isiration

Schneider, K. (2014) 2013 Performance Scries Sweet

Com  [Insect Resislance Managememm  Comphance
Assumance  Program  Report. Project  Number: 1FM
CR255/14F1  Unpubhshed smdy prepared by Monsanto

Compuny. 49309001 524 OWN Condition of Registration

Mosanto Company {2014) Submssin of Etficacy Data m
Support of the Registrabons of MON BE017, MON 28017
x MON 810, MON 89034 x MON 38017, MON 89034 x el
TC1507x MON 88017 x DAS-39122-7 Seed Rlend, and
MON 89034 x MON 88017 Seed Blend. 49455700 524 OWN Condition of Registration

Head, G, Carroll, M., Willse, A, et al (2014} 2013
Seasan Monitoring for the Susceptibility of Neonate
Western Com  Rootworm  Larvae to the Bacillus
thuringiensis  Cry38bl  Protein. Project  Number. IRM
CR250/14F1, MSL.0025578. Unpublished study prepared
by Custoim Bro-Products and Monsanto Company. §3459701 524 OWN Condition of Registration

Burd, T. (2014) Monitoring the Suscepubility of Corn
Lepidopleran Pesis 1o Crylab, CryiF and Vip3A
Prowins: 2013 Monitormg Resuils  Project Number
TRM/2014/1. Unpublished study prepared by Agricultural IRM
Biotechnology Stewardship Technical Commitiee cfo
Arent Fox, LLP. 49460001 ABSTC Condition of Registration

Signature Name and Title Date
See page 1 for signature : Stephanic I.. Burion March 11, 2016
US Regulstory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions avallable. Submit only Paper version. Agency Internal Use Copy
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o Form Approved OMB No. 2070-0060G
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Sireet, S W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 025 hours per response for registration activities and 0.25 hours per rasponse
for reregistration and special review aclivilies, induding time for reading the instructions and cornpleting the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of infarmation, including suggestions far reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW.,
Waghington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: March 11,2016 EPA Reg. No.fFite Symbal 62719-YYY Page 100 of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlisi™

ingredient CvSnf7 dsRNA and Bucillus thuringiensis Cryl A.105, Cry2Ah2, CrytF, Cry3Bb1, Cry34Ab] and Cry33Abl and the Genetic Matenal (Vector PV-ZMIR245, PHP8999, PV.-ZMIR10871, “HIM7622)
Necessary for their Production in MON 89034 » TC1507 ~ MON 87411 = DAS-59122-7 {OECD Unigue Identifier MON-89¢134-3 - DAS-B15G7-1 = MON-87411-9 » DAS-59123-7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Siatus Note

Agricultwral  Biotechnology  Stewardship  Technical
Commitee {2014) Submission of Efficacy Data i
Suppon of the Registrations of MON 810, MON 88107 x
MON 210, MON 85034 xTC 1507 x MON 88017 x DAS
591227, MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 Sced Blend, MON 89034 x TC1507 x MON
BBOI7 x DAS-59122-7 Rib Complete, Herculex Insect
Protection, Herculex Xtra Insect Protection, Smaristax,
Smaristax Refuge Advanced, BT11 Insect-Resistant Corn,
BTI1 x MIR603 Com, Atribute Insect Protecied Sweet
Com, BTI1 x MIR162 Com, BT1! x MIR162 x MIR60
Com, BT11 x MIR162 x TC1507 Com, BTllx DAS-
50122-7 x MIR&0M x TCI1587 Com, BTIIL x MIRI62 x
TC1507 Refuge Seed Blend Comn, BTI1 x DAS-39123-7

x MIR&04 x TC1507 Refuge Secd Blen Com, BTI1 x .- - :
MIR162 xMIRGOD x TC1507 x3307 Com, BT1] x ssemuae a8 ov
MIRA04 x TC1507 x 5307 Com, Optimum Acremax 1 P M .
[nsect Protection, Optimum Intrasect Insect Prolection, . . .
1307 x 36122 x MOMEIL0, 39122 x MONEICO, Optimum YLLLY) :""'
Acremax Xira Insect Protection. 49460000 ABSTC 3 Cdndition of Registration
»e el
Monsamte Company (2014) Submission of Etficacy Data P cees
in Support of the Registrations of MON 83034, MON + - .
89037 x MON 88017, MON 89034 xTCI507 x MON ve :. .o
88017 x DAS-59122-7, MON 84034 xTC1507, MON Ceemnn
89034 x TCI1507 x MON B8017 x DAS-52122-7 Seed .
Blend, MON 89034 Seed Blend, MON 85034 x MON IRM s
88017 Seed Blend and MON 89034 X TC1307 Seed PP
Blend. 49501000 524 OWN Condition of Registration
Signaiure Name and Title Date
See page 1 for signature Stephanie L. Burion March 11, 2016
US Repulatory Manager
EPA Fosm 8570-35 (8-97) Electronic and Paper versions available. Submit anly Paper version. Agency internal Use Copy
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- . Form Approved OMB No. 20700060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
[ Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regisfration activities and 0.25 hours per response
for reregisiration and specia) review activities, inciuding éme for reading the instruclions and completing Lhe necessary forms. Send comments regarding the burden estimale or any other aspect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Profection Agency, 401 M Sireel 8 %Y., 3

Washington, DC 20460, Do not send ihe form (o this address. a0
DATA MATRIX .
Date;: March 11,2016 EPA Reg. NofFile Symbol: 62719-YYY eess i Page 101 oﬂ.‘é?
Applicant'siRegistrants Name & Address: Product; H *
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ vetes sese

Ingredient DuSnf7 dsRNA and Bacilius thuringiensis Cry| A 105, Cry2Ab2, CrytE, Cry3Bbi, Cry34Ab!l. and Cry35Abl and the Genetic Material (Vector PV-ZMIR245, PHP090, PV{M&] 0871, “I‘]‘I‘PBZQ)
Necessary for their Production in MON 89034 » TC1307 » MON 87411 = DAS-33122-7 (OECD Unique [dentifier MON-§9934-3 - DAS-B1307-1 * MON-87411-9 = DAS 59237y e e

Guideline Reference Number Guideline Study Name MRID Number Submitter Status N ; 'Nat':a: -
- + a -
Lang, B. (2014) Assessment of Br Susceptibility of Comn L. K.
Earworm, Helicoverpa zea, to CrylA 105 2013 b A .QPP;‘ll:
Col!ectlons and Assays. Project Number. CR249/14L2 - .
Unpubtished study prepared by Custom Bio-Products. 49501001 524 OWN Conditiou a1 Registration |
Sieglricd, B., Spencer, T. , Koehler, B. {2014)
Susceptibility of European Corn Borer. Osirinia nubialis,
o the CrylA 105 and Cry2Ab2 Bt Proteins 2013 I'M
Collections and Assays  Project Number: CR249/14E2.
Unpablished study prepared by Universiiy of Nebraska 49501002 524 OWN Conditan of Kegistration
Song, () Dong, 5., Zhang, H ; etal {2014) Susceptimlity
of Southwestern Com Borer, Digtmea grandiosella, 10
Bacillus thuringiensis CryIA.105 and Cn2Ab2: 2013 IRM
Collecttons and Assays. Project Number. CR249/14E2.
Unpublished study prepared by University of Missouri, 49501003 524 OWN Condition of Registration
Monsamle Company {2014) Submission of Exposure and
Fusk Data in Support of the Registrations of MOMN 89034 1RM
Seed Blend Com, MON 85034 x MON £8017 Seed Blend
Com, and MON 89034 x TC1507 Seed Blend Com 49312900 524 OWHN Condition of Regisiration
Signature Name and Title Date
See page 1 for signature Stephanie 1.. Buston March 11,2016
US Regulatory Manager

EPA Form 8570-35 (3-97) Electronic and Paper versions available. Submit anly Paper version. Agency Internal Use Copy
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~ Form Approved OMB N, 2070-0060
ﬂE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
| Washington, D.C. 20460

Faperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regisiration activities and (.25 hours per
response for reregistralion and special review aclivities, including time for reading the instructions and completing the necessary formg. Send commaents regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Directer, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
1200 Pannsylvania Avenue, N.W., Washington, DC 20460. Do not send the form {o this address.

DATA MATRIX
Date: March |1, 2016 EPA Reg. No File Symbol: 62719-YYY [ Page 102 of 127
Applicant'sfRegisirant's Name & Address, Product;
Dow AgroSciences, 3330 Zionsville Read, Indianapolis, IN 46268 SmantStax® PRO Enlist™

Ingredient DvBnf7 dsRNA and Bacillus thuringiensis Cryl A 103, Cry2Ab2, Cryl¥, Cry3Bbl, Cry34Abl_ and Cry35Abl and the Genetic Material (Vector PV-ZMIR24 5, PHPBS0G, PV-ZMIR10871,
PHP17622) Necessary for their Production in MON 89034 = TCL507 = MON 87411 = DAS-59122-7 (OECD Unique Ideniifier MON-89£333-3 « DAS-O15¢7-1 ~ MON-87411-% < DAS-55122-7) ]

Guidetine Reference Number Guideline Study Name MRIG Number Submitter Status Nota

Acute oral toxicity in mice: CrylF Haciffus
thuringiensis subsp. aizawal delta endotoxin 44691101 68467 PER

Effectivengss data for Baciffus thuringiensis var.
aizawal CrylF insecl control protein as expressed
in maize 44691102 68467 PER

Background document on resisiance manage ment 44691103 68467 PER

Product  characterization data  for  Baciflus
rthuringiensis var. aizawai: CrylF insect conirol

protein as expresged in maize 44714801 68467 PER - .
—

Characterization of gene inserts - Barillus ] 4 1

thuringiensis zizawai: CrylF contol protem as LR ¢

expressed in majze 44714802 68467 PER —tn reeesd

Equivalency of microbial and maize expressed cTe : .

Cry1F protein; characierization of test substances se 1u o9

for biochemical and toxicalogical studies. In vitro

sagww anen
digestibility of icrobial and naize expressed . ®
Cry1F protein under simulated gastric conditions 44714803 68467 PER hals . .
Signature Name and Tille Date i
See page 1 for signature Stephanie L. Burion March 11, 2016 RIITLA
US Regulatory Manager e m

EPA Form BS70-35 (9-97) Elecironic and Paper versions available. Submit only Paper version. Agency Intemal Use Copy
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Py Fonmn Approved OMB Na. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
| Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per

response for reregislration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

othar aspect of this collection of information, including suggestions for reducing the burden to: Direcler, QPPE Information Management Division (2137), U.S. Environmental Protection Agency,
1200 Pennsylvania Avenue, NW., Washington, DC 20480. Do not serd the form ta this address.

DATA MATRIX
EPA Reg. Ne. f File Symbol:
Date: March 11, 2016 B2719-YYY Page 104 of 127
Applicant’s/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingradient DvEnf7 dsRNA and Baciltus thringiensis CrylA.105. Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Ury35Abl and the Genetic Malerial (Vector PV-ZMIR245. PHPE999, PY-ZMIR 10871,
PHP17622) Necessary for their Production in MON 8%034 < TC1507 ~ MON 87411 » DAS-5%122-7 (OECD Unigue Identifier MON-89034-3 ~ DAS-@15@7-1 * MON-87411-% x DAS-59122-T)

Guideling Reference Number Guideling Study Name MRID Number Submitter

Status Note

Environmental fale of Cry|F protein ncorporated
into soil 45020105 68467 ' PER
CrylF Bacillus thuringiensis var. sizawai della
endomxin: an acule toxicity study with ihe
earthworm in an artificial soil substrate 45020106 68457 PER

Chronic  exposure  of Folsomin  candida 1o
bacterially expressed CrytF protein 450201067 6B467 PER
Bt CrylF delta endotoxin: A 4B-hour static-
renewal acule toxicity test with the Cladoceran

[T

o
(Daphnia magna) using bacterially expressed B.t. : LN
CrylF delta endotoxin, and pollen from maize o P
expressing B.t. Cryl F delta endotoxin 45020108 68467 PER M *
[] L]
CrylF DBecillus thuringiensis vir. sizawai delta sesues a4nsnad
endotoxin: A dietary smudy with green lacewing Tae" amad
larvae 45020109 68467 PER 3
[ X3 b W A .
» &
Cry IF Bagillus thuringicnsis var. aizawai delta LA A A o ol
endotoxin: A dietary study with the ladybird beetle 45020110 68467 PER bl
Signature Name and Titfle Date bl
See Page 1 for Signature Stcphanit L. Burton March 11, 2016 os

US Regulawry Menager

EPA Form BS70-35 (3-97) Elecronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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. Farm Approved OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
200 Pennsylvania Avenue, N.W.
| Washington, D.C. 20460
Papsrwork Reduction Act Notice: The public reporting hurden for this collection of infformation is estimeted t¢ average 0.25 hours per responze for registration acliviies and 0.25 hours per
respense for reregistration and special review aciivities, including time for reading ihe instructions and completing the necessary forms. Send comments regarding the burden estimate or any

cother aspect of this collection of infermation, including suggestiens for reducing the burden to: Direcler, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
1200 Pennsylvania Avenug, N.W., Washington, DC 20460. Do ngt send the form to this address.

PDATA MATRIX

EPA Reg. No. / File Symbol:
Date: March 11, 2016 B2710.YYY Page 106 of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 ' SmartSiax® PR Entissi™

ingredient DvSni7 dsRNA and Bacrifus thuringiensis CrylA 105, Cry2Ab2, Cryl F. Cry3BbL, Cry34Abl, and Cry35Ab! and the Genetic Marerial {Vector PV-ZMIR245, PHP$999, PY-ZMIRL0871,
PHP17622) Necessary for their Production in MON §9034 » TC1507 - MON 87411 » DAS-58122-7 (OECD Unique ldentitier MON-39(334-3 ~ DAS-015@37-1 x MON-£7411-9 x DAB-5¢122.7)

Guideiine Refergnce Numbar Guideline Sludy Name MRID Number Submitter Status Note
Supplement to MRID 44714801: Supplemental

daln « Product characterization data for Baciffus
thuringiensis var, aizawai: CrylF control protein as

expregsed in maize 45020117 68467 PER
Suppiement w0 MRID 44691101: Supplemental
datz - Acute omal toxicity in mice: Bacilius
thuringfensis var. aizawai Cryl1l delta endaioxin 45020118 BB467 PER

Fhosphinothricin acetyliransferase (PAT) protein:

In vitre digestibility study 45041501 68467 PER
. o
*> 8
Non-target expospre and risk assessinent for sesene Tee of
environmental dispersal of CrylF maize pollen 45041502 68467 FPER s |* 2 .
Evaluation of the dictary effecr(s) on honeybee S PR FOS-
development vusing bacterially expressed 8.1, Cry 1T b A -
delta endotoxin and pollen from maize expressing teol ses
B.t. Cry1F delia endetoxin 45041503 68467 PER eahss sene |
. L ]
Waiver request; Fish toxicity test with (ransgenic wobes" ®
maize {corn) contaning Baciflus thuringiensis var, Y oneo
alaqoi (8.1} Cry 1T delta endotexin 45044201 68467 PER *
Signature Name and Title Date o0
See Page ! for Signature Stephanic L. Burion March 11, 2016 *e

US Regulstory Manager

EPA Farm 8570-35 (9-97) Electronic and Paper versions availabla. Submit only Paper varsion. Agency internal Use Copy
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o Form Approved OMB No. 2070-0050
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per response far registration activities and 0.25 hours per
response far reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or
other aspect of this collection of information, including suggestions for reducing the burden te: Director, OPPE Imformation Management Division {2137), U.S. Environmental Proteclion Ageﬂf.‘;

1200 Pennsyivania Avenug, NLW., Washington, DC 20460, Do not send the form 1o this address. seee
DATA MATRIX T
EPA Reg. No. / File Symoo; R P R
Date: March 1 1, 2016 62719-YYY : P@e 107 of 12¥
Applicant's/Registrant’s Name & Address: Product: inliadialdd T
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ <t ees

Ingredient DvSnf7 dsRNA and faciifus thuringiensis Cry1 A 105, Cry2AbZ, CrylF. Cry3Bbt, Cry34Abl, and Cry33Ab1 and the Genetic Material {Vector PY-ZMIR245, PHP3999, Pw.:{zw: 0871, Ceneea
PHP}7622) Necessary for their Productton in MON 85034 - TC1507 < MON 87411 < DAS-59122-7 (OECD Unique Tdentilier MON-80D34-3 » DAS-01507-1 x MON-87411-5 x DAX 50122-7} . .

Guideline Reference Number Guideline Study Name MRID Number Submitter Status . : + Note ®
LEL XX *e e
High dose demonstration of Cry1F events TC1360 . "3
and TC1507: European corm boser 45131101 68457 PER

Toxicity of the CrylF protein to neonate larvae of
the rmonarch butterfly (Denaus plexippus
{Linneaus)) 45131102 68487 PER

Fublic interest document for Cry LF-protected corn 45131103 6467 FER

Thermolabitity of CrvlF  (truncaled) delta
endetoxin 45274801 68467 PER

Compositional analysis of maize MPS hybrid line
1507 45274802 58467 PER

CrylF lateral Now test kit procedune for analyzing
CrylF corn grain 45279301 B3487 PER

Method validation report for the determination of
Cry1T delta endotoxin protein in grain by Cnzyme-

Linked Immunosorbent Assay 45276302 68467 PER
Signaiure MName and Title Date
See Page 1 for Signature Stephanie I.. Burton March 11, 2016

US Regulatory Manager

EPA Form B570-35 (9-97) Electronic and Paper versions availabie, Submit only Paper versicn, Agency Internal Use Copy
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~ Form Approved OMB No. 2070-0060
ﬂE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
| Washington, D.C. 20460

Paparwork Reduction Act Notice: The public reparting burden for this coliection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
respoense for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

olher aspect of this collection of infomation, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
1200 Pennsyfvanig Avenve, N.W., Washington, DC 20460. Do not send the form io this address

DATA MATRIX
EFA Reg. No. / File Symbol:
Dale: March 11, 2016 62719-YYY Page 108 of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlistt™

Ingredient DvSni7 dsRNA and Baciifus thuringiensis Cryl A 105, Crv2AbZ, Cryl F. Cry3Bbl, Cry34Abl. and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245. PHPEMO, PY-ZMIR10871,
PHP17622) Necessary for their Production m MON 88034 = TC1507 - MON 87411 « DAS-52122-7 (QECD Unigue Identifier MON-89(334-3 » DAS-@13@7-1 x MON-§7411-9 = DAS-591322-7)

Guidefing Reference Number Buideline Study Name MRID Number Submitier Status Nate
Supplement to MRID 45131102: Supplemental
data - High dose demonstration of CrylF events
TC1360 und TCE507: European corn birer 45307701 68467 FER
Waiver request; Fish 1oxicity 1est o assess the:
pntential effects of maize conmaining Bacilius
thuringiensis var. aizawai (Bt) CrylF insceticidal
protein {{CP) in native fish 45307702 53467 PER o]
Supplement to MRID 45020109: CrylF Bacillus
thuringfensis vor. aizawai delln endotoxin: A
dietary toxicity study with green lacewing larvae 45307801 68467 PER
Supplement to MRID 45020110: CrylF Bacillus o » o
thuringiensis ver, aizawai delta endotoxin: A seeess i
dietary toxicity study with green ladybisd beetle 45307802 88467 PER ¢ |v = ¢
b h -
Supplement to MRID 43020111: CryIF Bacillus sagsan E- ooy
thuringlensis var. aizawai delta endotoxin: A - cast
dictary toxicity study with parasitic hymenopters. 45307803 58457 PER . .
Supplement (0 MRID 45020106: CrylF Baciitus Tagee v
thuringfensis var. aizawai delta endotoxin: An P S '
acute toxicity study with the earthworm m an Leessh
artificial soil substrate 45307804 68467 PER .
Signature Name and Titie Date e
See Page 1 for Signature Stephanic L. Burion March i1, 2016 i
US Regulatory Manager

EPA Farm B570-25 (8-97) Electronic and Paper versions available Submit only Paper version Agency Internal Use Copy
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~ Form Approved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
| Washington, D.C. 20480

Paparwork Reduction Act Notice: The public reporling burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review aclivities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or gy
other aspect of this colieclion of information, including suggestions for reducing the burden to: Director, OCPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX trecas
EPA Reg. No. / File Symbol: eoohe e
Date: March 11, 2016 62719-YYY ‘; Fooe 109 of 127
Applicant'sfRegistrant's Name & Address: Product: i
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ o't euen

Ingredient DvSnf7 dsRNA and Bacilius thuringiensis Cryl A.105, Crv2Ab2, CrylF, Cry3Bbl, Cry34Ab1, and Cry33Abl and Lhe Genetie Material { Vector PV-ZMIR245. PHPEI9Y, swiwimsn, assene
PHP| 7622) Necessary for their Production in MON 83034 « TC1507 - MON 87411 » DAS-59122-7 {OECD Unigue dentilier MON-89034-3 » DAS-Q15G7-1 x MON-87411-9 ~ DAS- 591"‘2;;') ’ .

Guideline Reference Nurnber Guideline Study Name MRID Number Submitter Status : : » Note *
Suppiement to MRID 45041503: Evaluation of the b b et
dictary cffect(s) on honcybec development using . .

bacterially expressed Hye CrylF defta endotoxin
and pollen from maize expressing 8.+ CryllF delia
endotoxin 45307805 56467 PER

Exposure and risk assessment of Herculex 1 Br fieid
carn pollen to Karner blue buttertly 45512901 68467 PER

Nutritional equivalency of £ CrylF maize -
pouitry feeding study 45822001 68467 PER

Field survey of beneficial arthropeds associated
with Bacitlus thuringiensis Cry1F muize 45648001 68467 PER

Field surveys of non-target inveriebrate populations
in 8.¢ cotn 45652001 58467 FER

Development and characterization of Enzyme-
Linked Immunosorbent Assay (ELiSA) for

detection of Cry I ¥ protein 45685801 68467 PER
Signature Name and Title Date
See Page 1 for Signature Stephanic L. Burton March 11, 2016

US Regulatorv Manager

EPA Farm 8570-35 (9-97) Electrunic and Paper versions available. Submit enly Paper version Agency Internal Use Copy
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P Form Approved OMB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

1200 Pennsylvania Avenue, N.W,
| Washington, D.C. 20460

Papaerwork Reduction Act Notice: The public reporting busden for this coliection of informatian is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Infermation Management Division (2137), U.S. Environmentai Protection Agency,
1200 Pennsyivania Avenue. N W. Washington, DC 20460. Do not send the form ta this address.

DATA MATRIX

EPA Reg. No. / File Symbaol:
Date: March 11, 2016 BI719-YYY Page 110 of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartS1ax® PRO Enlist™

ingredient DvSni7 dsRNA and Baciltus thuringtensis Cry 14105, Cry2Ab2, CrylF. Cry3Bbl, Cry34Abl, and Cry35Ab] and the Genetic Material {Vector PY-ZMIR243. PHPE99Y, PV-ZMIR10871.
PHP'17622) Necessary for their Praduction in MON 89034 = TC1507 - MON 87411 ~ DAS-59122-7 (OECD Unigue Tdentifler MON-R3034-3 « DAS-@1507-1 « MON-87411-9 x DAS-55122-7}

Guideling Reference Number Guideling Study Name MRID Nurnber Submitter Status Noale

Independent laboratory validation of method GRM
02.13, determination of CrylF delta endotoxin
protein in com grain by an of Enzyme-Linked
[mmunosorbent Assay 45685602 58467 PER

Supplement to MRID 45131102: Toxicity of the
CrylF protein to peonaie larvae of Lhe monarch
butterfly {(Danaus plexippus (Linneaus)) 45759701 BB467 PER

Efficacy and Stewardship of Herculex 1 Insect
Protection  with  respect 1o the secondary
lepidopteran pest, western bean cubworm {Richia
albicosta Smith) 45885501 63467 PER

Lack of cross reactivity between CrylF protein in .
Herculex I maize and the dust mite Der p7 prolein
with human sera positive for Der p7-1gE 46444001 68467 PER

Monitoring the susceptibility of FEuropean com
borer o0 CrylAb and CrylF Dt proteins: Results

from the 2(.104“ ‘cotlcct:ons and diapausing larvae 46583101 BE4E7 PER ve .

o wpwe

Stewardship of event TC1507 inaize with respect to sapae
the secondary lepidopteran pests lesser com stalk L . .
borer (Elasmopaipus lignoseifus Zeiler}, southern bl

end sugarcane borer (Bigtraea  saccharalis
Fabricius) 46600201 68467 PER .

»
corm stalk borer (Diotraea crambidiodes Groie), et

Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
LIS Regulatory Manager

EPA Form B570-35 (9-97) Electronic and Paper versions available, Submit only Paper version. Agency Internal Use Copy
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Dow AgroSciences

Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

2%
“E PA 1200 Pennsylvania Avenue, N.W.
i Washington, D.C. 20460

Paperwnrk Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registrafion activities and 0.25 hours per
response for reregisiration and special review aclivities, including time for reading the instnuctions and completing the necessary forms. Sernd commenis reganding the burden estimate or ay
other aspect of this coliection of informaticn. including suggestions for reducing the burden ta: Direclor, OFPE Information Managemeni Division (2137), U.S. Environmertal Protection Aierfq, a

1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the form to this address. saee
DATA MATRIX esssee
EPA Reg. Mo. / File Symbot: senga o
Date: March 11, 2016 B2710-YYY 5| Ppge 111 of 17
Applicant's/Registrant's Name & Address: Product: i k-
Dow AgroSciences, 9330 Zicnsville Road, Indianapolis, IN 46268 SmartStax® PRO EnlisiT™ "% snee

Ingredient DvSnf7 dsRNA and Bacillus thuringiensis Cryl1A. 105, Cry2Ab2, Cry1F. Cry3Bb, Cry34Ab1, and Cry33Ab1 and the Genetic Material {Vector PV-ZMIR245, PHPS999, RV AR 10871, 3 s e v e o
PHP17622) Necessary for Lheir Production in MON 39034 s TC1507 « MON 87411 « DAS-59122-7 (OECD Unique Identifier MON-89034-3 » DAS-015@7-1 x MON-87311-9 x DAS-59122,7) ¢ *

Guideling Reference Number Guideline Study Name MRID Numper Submitter Status o s Noe °
LT EN] & 4o
L] L .
- A4
Slide presentalion summarizing European corn
borer and Cry1F resistance monitoring update 46695801 68467 PER
Insect  resistance  management  compliance
assurance program repon for corn borer-protected
Bt corn 45747801 GB4ET PER
Field surveyvs of non-targel inverlebrate populations
in Bt corn; Supplement to MRID No. 45652001 46784601 G467 PER
Monitoring the susceptibility of comn lepidopleran
pests 10 CrylAb and CrylF proweins: 2005
monitoring resulis 46874901 68467 PER
Research resulls on 2004 Euvropean corn borer
cellections from Hamilton County, lowa, CrylF 47011201 68467 PER ]
Insect  resistance  management  compliance
agsurance program report for com borer-protected
Bt com, com rootworm-prolected Bt com, and com
borerfcom rootworm protected stacked Bt com 47044401 68467 PER
Signature Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Reguiatory Manager

EPA Fomn 8570-35 (9-97) Electronic and Paper versions availaole. Submit only Paper version.

Agency Intarnal Use Copy
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENGCY

1200 Pennsylvania Avenue, N.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paparwark Reduction Act Notice: The public reporting burden for this codection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send cormmments regarding the Durden estimate or any
other aspect of this collection of information, including suggastiens for reducing the burden to: Directar, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,

1200 FPennsyivania Avenue, N.W., Washington, D{ 20460. Do not send the form to this address.

DATA MATRIX

Date: March 11, 2016

EPA Reg. No. { File Symbol:
62718-YYY

Fage 112 of 127

Applicant's/Ragistrant's Name & Address:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268

Product:
SmartStax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Bacifius thuringrens:s Cry 14,105, Cry2Ab2, CrylF, Cry3Bbi, Cry34Ab1, and Cry35ab1 and the Gengtic Material (Vector PV-ZMIR245, PHP§99Y, PV-ZMIR 10871,
PHP17622) Necessary for their Praduction n MON 88034 = TC1507 « MON 87411 » DAS-§9122-7 (OECD Unmigue ldentitier MON-B9(334-3 x DAS-O1507-1 « MON-87411-9 x DAS-39122.7)

Guideline Reference Number Guideiine Study Name MRID Nurnber Submitter Status Note
Monitoring. the susceptibility of corn lepidopteran
pests to CrylAb and CrovlF proteins: 2006
monitoring results 47118401 63467 PER
Soil accumulation of CrylT after three years of
cropping with Herculex ) com 47120701 68467 PER ]
TC1507 maize and fall armyworm in Puerto Rico 47176001 68467 PER
Pmoposed revisions to [RM-related registration e s
requirernents  for  Cryl plant-incorporated senjpes L
protectants i field com 47407001 GEAET PER % 3 = -
- - -
Monitoring the susceptibility of corn lepidopteran J A veasad
pests to CrylAb and CrylF proteins: 2007 q 3 *
monitoring results 47413901 68467 FER il e 1
YD TEOEW
Proposed revisions to IRM-relawed registration 1 .
requirements  for  Cryl  plant-incorporated woqer 2 eeth
protectants in field com 47543001 58467 PER »
Signature Name and Title Date ke A
See Page 1 for Signature Stephanie L. Burton March 11, 2016 =T
US Regulatory Manager

EPA Form 8570-35 (5-97} Electronic and Paper versions available, Submit only Paper version,

Agency Internal Use Copy
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~ Form Approved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
| Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of imMformation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and compleling the necessary foms. Send comments regarding the burden estimate or a
other aspect of this collection of imformation, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protaciion Ager& b

1200 Pennsylvania Avenue, N.W  Washington, DC 20480 Do not send the form to this address. pesw
DATA MATRIX P
EPA Reg. No. / File Symbal: cenbe £
Date: March 11, 2016 B2719.YYY ol Page 113 of 127
Applicant's/Regisirani’s Name & Address: Product: i '. : -
Daw AgroSciences, 9330 Zionsvile Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ e a reea

Ingredient DvSniT dsRNA and Facilhis thuringiensis Cry1A. 105, Crv2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab] and the Genetre Material (Vector PY-ZMIR245. PHPESYY, BN%-Z0UIBL0871, nans o
PHP17622) Mecessary for their Production in MON 89034 » TC1507 » MON 87411 » DAS-59122-7 {OECD Unique Identifier MON-89034-3 » DAS-@1507-1 x MON-87411-9 x DAS-59122.7) *  ®

Guideline Reference Number Guidstine Study Name MRID Number Submitter Status s § s Note °
(XXX LX) e &%
Monitoring the susceptibility of corn lepidopteran R
pests to CrylAb end CrylF proteins: 2008
mMOnitoring resulls 47841801 58467 PER

Monitoring the susceptibility of corn lepidopteran
pests w CrylAb and CrylF proteins: 2009
manitoring results 47971001 63467 PER

Production Report and Certificate of Analysis of
Trnumcated CrylF { TSN [04550) 4519301 658467 PER

2010 lnsect Resislance Management Compliance
Assurance Program for Corn Borer Protected Bi
Com, Com Rootworm Protected Dt Corm and Com
Borer/Cotn Rootworm-Protected Stacked Bl Com 48375001 68467 PER

Enhanced  Insect  Resistance  Management
Compiiance Assurance Program for Corn Boret
Protected Bt Com, Com Ropotworm Protected Bt
Com, and Com Borer/Corm Rootworm-Protected
Stacked Bt Comn 48375101 68467 PER

Detection, Origin, and Potential Consequences of
Cry1F-resistant Spodoptera frugiperda in Florida

in 2012 48085401 58467 PER
Signature Name and Title Date
See Page 1 for Signature Stephanie L, Bwrron March 1F, 2014

LIS Regulatory Mansger

EPA Forrm 8570-35 (9-57) Electronic and Paper versions available Submit only Paper version, Agency internal Use Copy
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— : Form Appraved OMB No. 2070-0060
ﬂE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washinglon. D.C. 20480
Paperwork Reduction Act Notice: The public reporting burden for this collection of infarmation is estimated 1o average 0.25 hours per response for registration activities and .25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

ather aspect of this collection of information, including suggestions far reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
1200 Pennsylvania Avenue, N.W., Washingion, DC 20460. Do not send the forrn to this address.

DATA MATRIX
EPA Reg. No. / File Symbol:
Date: March 11, 2016 62719-YYY Page 114 of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsviile Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingradient DvSnf7 dsRNA and Bocilfus thuringiensis Cry1 A, 105. Cry2Ab2, Cry IF, Cry3BbL, Cry34Abl, and Cry35Ab] and the Genetic Material {Vector PV-ZMIR2435, PHP2999. PV-ZMIR!0871,
PHP 17622 Necessary for their Productien in MON 89034 > TC1307 « MON 87411 < DAS-59122-7 (OECD Unique Identifier MON-89034-3 < DAS-O150¢7-1 » MON-87411-2 ¥ DAS-59122-7}

Guideline Referance Number Guideling Study Name MRID Number Submitter Status Note
Product characlerization data for Bacilfus
thuringiensis P5149B1 136 kDa and 43.8 kDa
insecticidal erystal proteins expressed in transgenic
maize plants 45242201 68467 PER

Equivalency of microbial end maize-expressed
PS149B1 proteing 45242203 68467 PER

Microbial PS149B1 binary deita endotoxin: Maize-
insect-pest susceptibility study 45242204 GA467 PER
Comparison of the amino acid sequence of the
Baciflus thuringiensis swain PS149B1 13.6 kDa

L
and 43.8 kD inseciicidal orystal protzins 1w Known ‘:.' -l
protein aliergens 45242205 68467 PER  **93°%
[ » 8 h
Charscterization of Fseudomonas produced and * ° ] |
transgenic maize expressed  phosphinolhricin ad b M
acetyitransterase (PAT) protein 45242208 684567 PER t e svaeh
%
LR 2 BLJ ahnd
4 L
PS149B§ 14 kDa prowin: Acute oral toxicity study o bu . ¢
in CD-1 mice 45242207 68467 PER sessde
Signature Name and Title Date ¢ cons
See Page 1 for Signature Stephanie L. Burion March L1, 2016 “ e

US Regulatory Manager

EPA Form B570-36 (3-87) Electronic and Paper varsions avaitable  Submit only Paper version. Agency Internal Use Copy
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-~ Form Approved OMB No. 2070-0060
‘,E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washington. D.C. 20460

Faperwork Reduction Act Motice: The public reporiing burden for this collection of informatien is estimated to average 0.25 hours per response for registration activities and 0.25 hours pes
response for reregistration and speciai review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate of aal,’
other aspect of this coliection of information, including suggestions for reducing the burden to: Director, OFPE Information Managerment Division {2137}, U.S. Environmental Proleclion Agency,

1200 Pennsyivania Avenue, N.W., Washington, DC 20460. Do not send the form to this address. seseen

DATA MATRIX ssaas _
EPA Reg. No. / File Symbot: easdba .

Date: March 11, 2016 62719-YYY Page 1 13 ok 127

Applicant's/Registrant's Name & Address: Product: M : .

Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ sxneee sevsan

Ingredient DvSnf? dsRNA and Bucillus suringiensis Cryl A 105. Cry2Ab2. CrylF, Cry3Bb L, Cry3dAb1, and Cry35Ab1 and the Genetic Material {Vector PV-ZMIR243, PHP8999. PV-ZMIR10871. T

PHP17622) Necessary for their Production m MON 86034 = TC1507 » MON 87411 ~ DAS-59122.7 (OLECD Unique [dentifier MON-890)34-3 + DAS-01507-1 « MON-87411-9 « DA&JQIEL?) .

Guideine Reference Number | Guideline Study Name MRID Number Submitter Status | Note s e

PS1459B1 44 kD protein: Acute oral toxicity study
in CI}-1 mice 45242208 58467 PER

P5149B1 14 kDa and 44 kDa proieins: Acule oral
toxicity study in CD-1 mice 45242209 68467 PER

PS149B1 Dbinary insecticidal crystal protein: A
dietary toxicity study with ladybird beetle 46242210 68467 FER

The tri-trophic inleraclion between PS5149B1
manstormed maize, com leaf aphid and Jadybird
beetle 45242211 £8467 PER

{n vitro digestibility of PS149B1 proteins 45242212 Ga467 PER

Quantitative ELISA mnalysis of PS149B1 proiein
expression levels in hybrid and inbred lines of

maize gvent TC5639 (interim report) 45242213 BBAET PER
Signature Name and Title Date
See Page ! for Signature Stephanie L. Burton March 11, 2016

US Regulatory Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available  Submit only Paper yersion. Agency Internal Use Copy
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o~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washir_lgton, D.C. 20480
Paparwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours par respense for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

ather aspeet of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.5. Envircnmental Protection Agency,
1200 Pennsyivania Avenue, N.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
EPA Reg. No./ File Symbol;
Date: March 11, 2016 62718-YYY Page 116 of 127
Applicant's/Registrant's Name & Addrass: Proguct:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Eniist™

ingredient DvSniT dsRNA and Sacilius thuringiensts Uy 1A.105, Cry2Ab2, CrylF, Cry3Bbi, Cry34Abl, and Cryd3Ab! and the Genetic Matenel (Vector PY-ZMIR245. PHPSS9Y, PV-ZMIRI0871, :
PHP17622) Necessary for their Production in MON 89034 « TC1507 » MON 87411 = DAS-59122-7 (OECD Unique Identifier MON-896334-3 «~ DAS-Q1567-1 x MON-R7411-9 » DAS 55122-7)

Guideling Reference Number Guideding Study Narme MRID Nurnber Submitter Status MNote

Deyradation of microbial binary PS149B1 delta
¢ndotoxin in a representative soil fom the mid-
Western US A maize growing region 45242214 HB4E7 PER

Product durability plan for transgenic maize
expressing insecticidel crystal protein trom Bacilfus
thuringiensis  strain - P5149B1  during the
experimental use period 45242215 68467 PER

Ficld cfficacy of PS149B1 maize cvenis against

COTD TOOLWOTTTS 45242216 68467 PER
Microbial PS149B) binary inseciicidal crystal .
proteins, pollen expressing PSi149B]1  binary seqesn s ®
msecticzdal  crystal proteins, and individual . . : .
PS149B1 14 kDa and 44 kDa insecticidal crystal . . . .
proteins 45340701 68467 PER segess  sesecp
e ® [ X 22 J
L]
cep R o aean
p

‘Thermolability of PS149B1 binary delta endotoxin 45358401 68467 PER . - '

bl . i
PS149B 1binary insecticidal erystal protein: Acut: L°T
foxicity study to the earthworm in an arlificial YYY
substrate 45360201 63454 PER “a le

Signature Mame and Title Date
See Page 1 for Signature Stephariie L. Burlon Merch 11, 2016

US Regulatory Manager

EPA Form 8570-35 (B-97) Electronic and Paper versions availabla  Submit only Paper version. Agency Internal Use Copy
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. Form Approved GMB No. 207 0-0060
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washington, D.C. 20460
Paperwork Reduction Act Notlce: The public reporting burden for this collection of irformation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or agy

other aspect of this collection of information, inciuding suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.5. Environmental Protection Agerget.,
1200 Pannsylvania Avenue, N.W/., Washington, DC 20460. Do nof send the form to this address.

DATA MATRIX ssanes
EPA Reg. No. f Fite Symbol: et rt.
Date: March 11, 2016 62718-YYY ool | Pege1170f 127
Applicant's/Registrant's Name & Address: Product; .e tess
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmantStax® PRO Lnlist™ -

Ingredient DvSnf7 dsRNA and Bacilfuy thuringiensis Cry | A, 105, Cry2Ab2, CryLF, Cry3Bb1, Cry34Ab1, and Cry33Ab1 and the Genetic Material (Vector FV-ZMIR2435, PHPE9S9, PV{M!RIGS?I resese
PHP17622) Necessary for their Production n MON 89034 - TC1507 - MON 87411 x DAS-59122-7 (OECD Unique Tdentifier MON-891234-3 ~ DAS-1507-1 x MON-87411-9 x DAg- 59!22-‘.-'} *

Guideline Referance Number Guideline Study Name MRID Number Subrnitier Status :__' _: Not=
[ ] - »
Lateral flow test kit method validation for the . .
detection of the PS149B1 14 kDa and 44 kDa
protein in maize grain 45383401 68467 PER )

Hest lability of individual proteins of the P5149B81
hinary ICP 45584501 68467 PER

In vitro simulated gastrie Muid digestibility study of
moicrobially derived Cry34Abl protein 45584502 684867 PER

Characterization of Cry34Ab1 and Cry354bi frum
recombinant  Pseudomonas  fluorescens and
fransgenic maize 45790401 68487 PER

Characterization of’ DNA insered into transgenic
corn events (Cry34Abl and Cry35Ab1) 45790402 58487 PER

P8149B1 binary insecticidal erystal protein: An 8-
day dietary study with rainbow  trout,

Oncorhynchus mykiss Wallbanm 45780403 68467 PER
Signature Name and Title Date
See Page 1 for Signature Stephanic L. Burton March 11, 2016
US Regulatory Manager

EPA Form 8570-35 {8-97) Eiectronic and Paper versions available. Submit only Paper version. Agancy Internal Use Copy
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137 of 312
a Form Approved OMB No. 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public regorting burden for this colieclion of informalion is estimated to average 0.25 hours per response for registraticn aclivities and 0.25 hours per
response for reregistration and spacial review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions fer reducing the burden to: Direclor, OPPE information Management Division {2137), U.S. Environmental Proteclion Agency.
1200 Pennsylvania Avenues, N.W., Washingion, DC 20460. Do not send the form to this address.
DATA MATRIX
EPA Regq. No. { File Symbol: :
Date: March 11, 2016 62718-YYY Page 118 of 127
Applicant's/Registrant's Name & Address: Product:
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™
Ingredient Dveni7 dsRNA and Baciftus thuringiensis Cryl A 105, Cry2Ab2, Cry1F. Cry3BbL, Cry34Abi, and Cry35Ab1T and the Genetic Material (Vector PY-ZMIR243. PHP§G99. PV-ZMIR 10871,
PHP17622) Nevessary for thewr Production in MON 89034 « TC1507 « MON 8741 | » DAS-59122-7 (OECD Unigue ldentifier MON-82034-3 « DAS-@1507-1 » MON-87411-9 x DAS-59122-7}
Guideline Reference Number Guideline Study Name MRID Number . Submitter Status Not~»
PS149B1 binary insecticidal crystal protein: Acute
touicity stdy with Dapbnid. Daphmia magna
Straus 45790404 65467 PER ]
P5149B1 binary insecticidal ¢rystal protein:
Diefary toxiciry to parasitic hymenoptera (Nasomia
vifripennis) 45740405 GB467 PER
Assessment of the chronic toxicity of diet
containing  Bacillus  thuwringiensis  PS149B1
insecticidal ecrystal protein 10 coliembolan
{Folsomia candida) 45790406 68467 FER
PS149B1 binary insecticidal crystal protein:
Dietary foxicity to green lacewing (Chrwsoperla .« Y
carnea) 45790407 68467 PER__  .aahae “os wl
» R
SDS-PAGE sensitivity analysis for Cry35Ab) in rrs * .
support of the simulated gastric fluid digestibility seefeme cesnes
study MRID 45242252 45790408 6B467 PER o * *
. LA ]
Trait durability and experimental use of transgenic spdee eone
maize expressing the insecticidal crystalline 1 -
proieins Cry34Abland Cry35Ab1 45790509 GRYET PER esqoe - -
(IR EJ ]
Signature Name and Title Date H
See Page 1 for Signature Stephanic L. Burton March 11, 2016 Rt
LIS Regulatory Manager L

EPA Form B570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency intemal Use Copy
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~ Form Appraved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coltection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours ?mn L
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimaie of 3md o |
other aspect of this collection of information, including suggestions for reducing the burden to: Directar, OPPE Information Management Division (2137), U.S. Environmental Proteclion Agency,

1200 Pennsylvaria Avenue, N.W., Washington, DC 20460. Do not send the form to this address. T
DATA MATRIX cvere C
EPA Reg. No. / File Symbol: asshs’ coss
Date: March 11, 2016 62719-YYY Page 119 oe127
Applicant's/Registrant's Name & Addrass: Product: : 2 .
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmantStax® PRO Enlist™ evsane ssunse

ingredient Dvanf7 dsRNA and Bacillus thuringiensis Cry 1A, 105, Cry2AbZ, CryLF. Cry3Bbl, Cr}-‘34Abl, and Cry35Ab1 and the Genetic Material (Vecior PY-ZMIR2435. PHPESYS, BV-ZMIBIGETL,
PHP17622) Necessary for their Production m MON 89034 = TC1507 <« MON 87411 » DAS-50122.7 (OECD Unigue Identifier MON-89(334-3 « DAS-D1307-1 x MON-87411-9 » DA®-59$2247)

o - il
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Mot * 4

Field efficacy of Cry3dAbHCry35Abl maize
cvenls against corm roolwonns 45780410 68467 PER

Product characterization data for  Bacitho
thuringiensis Cry34Ab] and Cry35Abl proteing
expressed in transgenic maize plants (PHP17638) 45780501 68467 FER

Poduct  charaeferization  dsta for  Bacilfus
thuringiensis Cry34Abl end Cry35Abl proteins
gxprassed in transgenic maize plants (PHP17662) 45780601 58467 PER

Summary heat lability studiss with Cry34AbY/
Crv35AbI 45808601 GR467 PER

Quantitative ELISA analysis of Cry34Abl and
Cry35ab)l proteins expressed in maize plants
transformed with the vector PHP 17638 45833101 56467 PER

Quantitative ELISA analysis of Cry34Abl and
Cry35Abl proteins expressed in maize plants

transformed with the vector PHF17662 45833102 6B8467 PER
Signature Name and Title Date
See Page 1 for Signature Stephenie L. Burton March 11,2016

US Regulatory Manager

EPA Form 8570-35 {(8-97) Elecimnic and Paper varsions available. Submit only Paper version, Agency internal Use Copy
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

1200 Pennsylvania Avenue, N.W.

Washington. D.C. 20480

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for registration activities and 9.25 hours per
response for reregistration and special review activities, inciuding ime for reading the instructions and completing the necessary forms. Send cormments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proteciion Agency,

1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the form o this address.

DATA MATRIX

EPA Reg. Mo. / File Symbal: Page 120 of 127
Date: March 11, 2016 62719-YYY
Applicants/Registrant's Name & Address: Produci:
Dow AgroSciences, 9330 Zionsvitle Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSnf7 dsRNA and Buacillus thuringiensis Cry1 A 105, Cry2Ab2, Cryl F. Cry3Bb1, Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-2ZMIR245. PHPE0%9, PV-ZMIR 10871,
PHP17622) Necessary for thewr Production in MON 89034 » TC 1507 = MON 87411 » DAS-59122-7 (OECD Uniyue Identifier MON-39034-3 » DAS-B15@7-1 x MON-§7411-9 x DAS-59122-7)

Guideline Reference Number

Guideline Study Name

MRID Numbey Submitier Stalus Note
Quantitative ELISA Analysis of Cry34Abl and
Cry35Abl Proteins Expressed in Maize Plants
Transformed with the Vector PHPL 7662 45833201 68467 PER o
Slide  presentation summaerizing  Cry34Abl/
Cry35Ab] heat inactivation studies 45860201 68457 PER
Probe MOA studics to assess potential for protein
synthesis inhibition by Bacillus thuringiernsis
P5149B]1 Cry34Abl/Cry35Ab!1 proteins in rabbit
reticulocyle assay: Re-examination of lab notebook
data 45942801 68467 PER .
Product chamcterization data for  Baciflus : e ‘e . .“
thuringiensis Cry34Abl and Cry35Abl proicins A A
expressed in transgenic maize plants (PHP17662) 46030001 58457 PER cedeaa cecss
Independent laboratory validation Pioneer Hi-Bred I ¢
Internaticnal, Ilnc. ELISA method for the e i |
quantification of Cry34Ab1 prodein from transgenic b S seese
plants 46123901 BB467 PER L *
Independent  laboratory validation of Dow o - X
AgroSciences methagd GRM 03.13, w .
Determination of Cry35Abl insccticidal crystal b4y
protein  in  maize tissue by Enzyme-Linked e |*
Immunosorbent Assay” 46123902 58467 PER

Signature Name and Titke Date
. - o)
See Page 1 for Signature Stephanie L. Burton March 11, 2016
US Regulatory Managet

EFA Form B570-35 (9-87) Elactronic and Paper versions available. Submit only Paper version.

Agency Intarnal Use Copy
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"~ Form Approved OMB No. 2070-0080
'ﬂ'E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washington, D.C. 20460

Paparwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this colleclion of informatios. inciuding suggestions for reducing the burden to: Director, OPPE tnformation Managemeni Division (2137), U.S. Enwvirenrmenial Proteclicn AgEﬂw
1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the form to this address. -

DATA MATRIX

[ ]
Oiooci
EPA Reg. No. / File Symbol:
Date: March 11, 2016 62719-YYY ° :"Page 121 of 13_
Applicants/Registrant's Name & Addrass: Product: conan cese
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlisi™ e s

Ingredient OvSnf7 dsRNA and Bacilhes thuringiensis CrylA 105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Abl and the Genetic Material (Vector PV-ZMIR245. PHP8999, PV-EMIRI0871. o
PHP 7622) Necessary for their Production in MON 8903 < TC1507 « MON 87411 » DAS-59122-7 {OECD Unigue ldentilier MON-89@34-3 » DAS-}1307-1 x MON-§7411-9 = DASSS S ) esavey

Guideline Reference Number Guideline Study Name MRID Number Submitier Status e 4 « Noe -
» [ .
L ] L]
Crv34/35 protein distribution and familiarily 46123903 68467 PER o

Agronomic characteristics, quantitative EL1SA and
nutrient composition analysis of hybrid maize lines
confaining cry34AbE, cry3SAbE and par genes:
Chile locations 46123004 68467 PER

Biclogical  equivateecy  of  Cry34/35A01
insecticidal ecrystal protein in transgenic plants
derived from transgenic Psevdomonas fluvrescens 46123805 68467 PER

Characterization of Cry34Ab and Cry35Ab1
proteins derived from transgenic meize event

E4497.59.1,22 (DAS-59122-T 46123806 684867 FER
Characierization of phesphinetliricin
acetyliransferase {PAT) derived from transgenic
maize event E4497 39,1 22 46123807 68467 PER

Characlerization of DNA insericd into Lransgenic

corn events DAS-45216-6 and DAS-59122-7 46423908 BB467 PER
Signalure Mame and Tille Date
Stephanie L. Burion March 11, 2016

See Page 1 for Signature

US Regulatory Manager

EP& Form B570-35 (9-97) Electranic and Paper versions available. Submit only Paper version. Agency Intemal Use Copy
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. Form Approved OMB Na. 2070-0G60
o EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washington, D.C. 20480
Paperwork Reduction Act Notice: The public reporting burden for this collection of informaticn is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of informalion, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division {2437), U.S. Environmental Protection Agency,
1200 Pennsyivania Avenus, N.W. Washingtan, DC 20460. Do not send the form fo this address.
DATA MATRIX

EPA Reg. Ne. f File Symbaol:
82719-YYY

Date: March [1, 2016
Applicant's/Registrant's Name & Address: Produci:
Dow AgroSciences, 9330 Zionsville Road, Indianapokis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSnE7 dsRNA and Bacillus thuringiensis Cryl A 105, Cry2Ab2, Cry|F. Cry3Bb1, Cry34Abl, and Cry35Ab1 and the Genetic Material (Veotor PY-ZMIR245. PHP8999, PV-ZMIR10871,
PEHP17622) Necessary for their Production in MON 89034 « TC1S07 = MON 87411 = DAS-59122-7 (OECD Unigue Identifier MON-89034-3 » DAS-315007-1 » MON-8T411-9 » DAS-59122-7)

Page 122 of 127

Guideling Reéference Number Suideline Study Narne MRIC Number Submitter Status MNote
Detailed characterization of DNA into Lranspenic
com events DAS-435216-6 and DAS-59122-7 45523509 68467 PER _
Evaination of microbe derived Cry34Abl and
Cry35Abl proteins for protein synthesis inhibition
activity 46123810 68467 PER
Nutritional equivalency study of maize comaining
Cry34Abl and Cry35Ab1: Poultry feeding study 46123911 68457 PER
The eflect of Cry34Ab1/Cry35Ab1 proteins on the » t
developmem and mortality of the ladybird bestie esohas se"as
Coleomegillu maculaia DeGeer 46123812 68467 PER . poo _ a
- .
Non-target invertebrate ecological risk assessment avelnss teessd
for field corn expressing Cry34Ab] and Cry35Ab1 b *
insecticidal crystal proleins in event DAS-59122-7 46123813 68467 PER el ]
Y LY I L
4 : .
Evaluation ¢f the impact com rootworm conlrol el il . .
strategies on non-larget arthropods 46123914 68467 PER Hdield
Signature Name and Tille Date L §
. L]
See Page 1 for Signature Stephanic I, Buron March 11, 2016 PR 1
US Regulatory Manager

EPA Fomm 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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o Form Approved OMB No. 2070-0060
<EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden far this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary foms. Send comments reganding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agéiftyy, o

1200 Pannsylvania Avenue, N.W.. Washington, DG 20460, Do nat send the form to this address. 000
DATA MATRIX . hanaa
EPA Reg. No. / File Symbol: Py s
Date: March 11, 2016 82710-YYY 5| Phge 123 of 27
Applicant's/Registrant’s Name & Address: Produci: ¥ tere
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46263 SmartStax® PRO Enlig™ oty seee

Ingredient DvSnf7 dsRNA and Bacilfuy thuringiensis Cry LA 105, Cry2Ab2, Cry IF, Cry3Bbl. Cry34Abl, and Cry35Ab1 and the Genetic Material (Vector PV-ZMIR245. PHPE999, EUMIUS?!,,. sose
PHP17622) Necessary for their Production in MON 89034 - TC1507 - MON 87411 ~ DAS-59122-7 {OECD Unique Identifter MON-89034-3 ~ DAS-@1367-1 x MON-87411-9 = Dz’§ -59122.7) L4

Guideline Reference Number Guideline Study Name MRID Number Submitter Status = a . Note *®
LEE 1] T
L

[nvestigations inta dose of Cry34Abl1/Cry3sAbl .
rovtworm-resistant  maize evenl DAS-59122-7
against western and nerthern com rootworms in
support of trait durability plans - 46123915 68467 PER

[ffect on westem comn rootworm adults feeding on
Cry34/35Abl com rownwomi-protecied com tissue
and implication for produet durabi lity 46123916 £8487 PER

[valuation of endangered/threatened insoct species
relative to the use nf Cry34/35Ab] com motwonm-
resistant maize hybrids 45123917 68467 PER

Trait durability plan for Cry34/35 corn rootworm
protected com  event DAS.59122.7  following
commercialization 46123818 68467 PER

Sinulations of com motworm adaplation 10
Cry34/35 comn rootworm protected comn in support
of trait durability plans for event DAS-59122-7 46123919 658467 PER

Digestion of allergenic and non-allergenic proteins

in simulated gastric fluid 46123920 68467 PER
Signatuie Name and Title Date
See Page 1 for Signature Stepbanie L. Burton March 11,2016

[JS Regulatory Manager

EFA Form B570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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-~ Forrn Approved OMB No. 2070-0060
Ty E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsyivania Avenua, NW.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of informaticon is estimated 1o average 0.25 hours per response for registralion activities and 0.25 nours per

response for reregistration and special review activities, including time for reading the instructions and compfeting the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for regucing the burden to; Director, QPPE Information Management Division (2137), U.S. Envircnmental Proteclion Agency,
1200 Pennsylvania Avenue, N.W., Washington, DG 20460. Do not send the form te this address.

DATA MATRIX

EPA Reg. No. / File Symbol:
Date: March 11, 2016 E27T19-YYY Page 124 of 127
Applicant's/Registrant's Name & Address: Product.

Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™

Ingredient DvSnf? dsRNA and Bacillus thuringiensis Cry1 A. 105, Cry2Ab2, Cry}E. Cry3Bbl, Cry34Ab), and Cry35Ab] and the Genetic Material (Vector PV-ZMIR245, PHPE999, PV-ZMIR10871,
PHP 17622} Necessary for their Production in MON 89034 - TC1507 ~ MON 87411 x DAS-5%122-7 (OECD Unigue ldentifier MON-39034-3 = DAS-01507-1 x MON-87411-9 = DAS-59122-7)

Guideline Reference Number Guigeline Study Name MRID Number Submitter Stalus Note
Public Interest Docurnent for Cry34/35Ab1 Com
Reotworm-Frotected Comn 46123821 58467 PER
Investigation of Potential Inleraction between
CrylF and the Binary Cry34Abl/Cry3SAbl
Proteing 48343806 68467 PER
Digestion elficiency of allergens and non-allergens
in simulated pastric fluid: Baciftus thuringiensis
Cry34/35Ab1 construgt PHP 17662 46388601 58457 PER
Lack of Cry34Abl/Cry3SAbl co-association in e
sofution 46556801 68467 PER _ wesgen or e
« 4 o "
Evaluation of the sequence similarilies of the . ¢ . .
Cry34Ab], Cry33Abl and PAT prolzins to the senper amaess
public protein sequence datasets 4658471 63467 PER e; @ —nn
- -
Surnmary report of a cambid beetle |aboratery seepe esam
toxicity study using Cry34Abl and Cry35Abl A ." hd
including copies of references 46714101 58467 PER __"**! s .2
Signature Name and Title Date *
- LE X 1)
See Page 1 for Signature Stephanie L. Burton March 11, 2016 *e’ &
US Repulatory Manager

ERA Form 8570-35 (9-37) Electronic and Paper versians avajlable. Submit anly Papar version. Agency !nternal Use Copy




Dow AgroSciences 1a4 of 312

~ Forma Approved OME Na. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, NW.
Washington, D.C. 20480

Paparwork Reduction Aet Notiee: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
ather aspect of this collection of information, including suggestions for reducing the burden to: Directar, OPPE Information Management Division (2137), U.S. Environmental Pratection Aqenly; y

1200 Pennsylvania Avenue, N.W. Washinglon, DG 20460, Do not send the form to this address. sage
DATA MATRIX . 4
EPA Reg. Na. { File Symbal: . bt
Date: March 11, 2016 62718.YYY **§ Page 125 of 127
Applicant's/Registrant's Name & Address: Product veves sean
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® FRO Enlist™ os suss

Ingredient DvSni7 dsRNA and Bacrifuy thuringiensis Cryl A.105, Cry2Ab2, CrylF. Cry3Bbl, Cry34Ab |, and Cry35AbI and the Genetic Material (Vector PY-ZMIR245, PHP899, PY£MIRI0871, »
PHP17622} Necessary for their Production in MON 89034 < TC1507 « MON 87411 x DAB-59122-7 (OECD Unigue Identifier MON-89034-3 » DAS-@1507-1 x MON-87411-9 x DASKOI®)  Jesess]

Guideline Reference Number Guideline Study Name MRID Number Submitter Status E ' Note  »
essdens sa we
- - e
. o

Preliminary resistance monitoring  plan  for
Cry34/35Ab1 corn event DAS-59122-7 45769201 68467 PER

Detailed  resistance  monitoring  plan  for
Cry34/35Ab1 corn event DAS-59122-7 47334201 68467 PER <

Cvaluation of potential  diciary  effects  of
Cry34/35Ab] protein on insidivus flower bugs,
Orius insidiosus (Hemiptera: Anthocoridae) 47436701 68467 PER

Monitoring com rootworm  susceptibility 1o
Cry34/35Ab1 event DAS-39122-7: 2007 inscct
collections 47522501 68467 PER

Three-Year Field Menitoring of Cry34/35Ab1 and
CrylE x  Cry34/35Abl  Maize Hybrids for
Nontarget Arthropod Effects 47870301 68467 PER

Moaitoring corn  rootworm  susceptibility to
Cry34/35Ab]1 event DAS-59122-7: 2008 insect

collections 47900801 68467 PER
Signature ' Name and Title Date
See Page 1 for Signature Stephanie L. Burton March 11,2016

US Regulatory Manager

EPA Farm 8570-35 (9-97) Electronic and Paper versions availatle. Submit only Paper version. Agency Internal Use Copy
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o~ Forn Approved CMEB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washingten, D.C. 20460

Papsrwork Reduction Act Natice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
rezponse for rereglstration and special review acfivities, including fime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspecl of this callection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137). U.S. Environmental Protection Agency,
1200 Pennsylvania Avenve, N.W.. Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

_ EPA Reg. No. / File Symbol:

Date: March 11, 2016 62719-YYY Page 126 of 127
Appticant's/Registrant's Name & Address: Product;

Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartSiax® PRO Enlisi™

Ingredient DvSnfT dsRNA and Bacsitus duringiensis CrylA 105 Cry2Ab2, CrylF, Cry3Bbl. Cry34Abl. and Cry35Abl and the Genetic Maicrial (Vector PY-ZMIR24 5, PHPEY99, PV-ZMIR10871,
PHP | 7622) Necessary for thewr Production in MON 89034 x TC 1507 » MON £7411 = DAS-55122-7 (OECD Unigue Identifier MON-89834-3 x DAS-01507-1 ~ MON-87411-9 » DAS-39122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitier Status Note
Soil accumulation of Cry34Abl and Cry35Abl
proteins after three years of cropping with DAS- |
59122-7 corn 479595041 68467 PER
Investigating Performance of Herculex™ RW and I
Herculex™ X TRA Under Commergial Use 48045501 68467 PER
Monitoring Corn Rootworm  Susceptibility to
Cry34/35Abl Even DAS 59122-7: 2009 Growing
Season 48279701 88457 PER |
2010 Insect Resistance Management Compliance
Assurance Program for Corn Borer Protected Bt . ¢
Com, Corn Rootworm Protected Bt Com. and Com calpese ® o
Borer/Corn Rootworm-Protected Stacked Bt Com 48375001 68467 PER P’ _
Enhanced  Insect  Resistance  Management 2] . . d
Compliance Assurance Program for Com Borer enjsnae ssvege
Protecied Bt Com, Com Ruotwom Protected Bl . . I
Com. and Com Borer/Com Rootworm-Protecied sa »
sStacked Bt Comn 48375101 68487 PER agaes "’:_

L

Revised Guidelines for [valuating Unexpected b 2aeale
Com Rootworm Damage in HerculexE RW and ¢
Herculea® XTRA 48430701 66467 PER sesh

Signaiure Name ard Title Cate ' 1 ®

See Page 1 for Signature Stephanie L. Burton March 11, 2016
TS Regulatory Mauager

EPA Farm 8570-35 (9-07) Electronic and Papar versiona available. Submit only Paper varsion. Agency Intamal Use Copy
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~n Fortn Approved OMB No. 2670-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washington, D.C. 20460

Paperwork Raduction Act Notice: The public reparting burden for this coliection of information 18 estimated to average 0.25 hours per response for registration activities and 0.25 haurs per

response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments reganding the burden estimate orany, |,
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managesmert Division (2137), U.S. Enviranmental Protection Agehgy = 1®
1200 Pennsytvania Avenue, N.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX pediuhahe

EPA Reg. No. / File Symbol: cepct.

Date: March 11, 2016 62719-YYY wabDpge 127 o127
Applicans/Regisirant's Name & Aduress; Prodct: ™ s b
Dow AgroSciences, 9330 Zionsville Road, Indianapolis, IN 46268 SmartStax® PRO Enlist™ s .1

Ingredient DvSnf7? dsRNA and Bacillus druringzenses Cry1 A 103, Cry2 Ab2, Cry1F, Cry3Bbl. Cry34Abl. and Cry35Abl and the Genetic Material (Vecior PV-ZMIR245, PHPR%99 PEZRARRIET], :' wea
PHP I 7622) Necessary for their Production in MON 89034 = TC1507 x MON 87411 = DAS-59122-7 {OECD Utuque Identifier MON-89334-3 « DAS-DI 5037-1 » MON-87411-9 = DAS#9122- %

Guideling Reference Number Guideline Study Name MRID Mumber Submitter Status . :_E Note

Monitoring Carn Rootworm  Susceptibilicy to
Cry34/35ab1 Evert DAS 55122-70 2010 Growmng
Season 49026601 G8467 PER

Monitoring  Com Rootwornm  Suseeptibility  to
Cry34/354b1 EBvent DAS 39122-70 201t Growing
Season 49026602 58467 PER

Monitoring  Com  Rootwonm  Suscepobility  to
Cry34/35Ab1 Event DAS 59122.70 2012 Growing
Seuson 45241801 58467 PER

Montoring Com  Reotworm  Suscepuibldity  to
Cry34/35Ab1 Event DAS 39122.70 2013 Growng
Season 49500901 58467 PER

levine e al.. 2015, independent Action batween DvSnf?
RMA and Cry3Bbl Prowin in Southern Com Rootworm,
Diabrotica  wndecimpunciata  howardi and  Colerado
Powlo Beetle, Leptinvirsa decewmlineqw. PLOS ONE,
narie 13 524

Signature Name and Titie Date

Stephanie L. Burion March |1, 2016

See Page 1 for Signature
US Regulamry Manager

EPA Form 8570-35 {9-97) Electionic arl Paper versions avallable. Submit only Papar version. Agency internal Use Copy
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DAS-59122-7 Corn (OECR®JUmiage Ideptifigr: DAJ#$912847). 205. PC Code: 006490.
http://www3.epa.gav/pesticid§s/gher setrchgreg g@ions/pip/cmB43Sab I -brad.pdf.

EPA, 2010c. Biopesticide Registratioft J2cthy*Docyipignt: Qryl ApeandeCey1F Bacillus thuringiensis (Bt)
Corn Plant-Incorporated Protectants. 253. hitp://www.epa.gov/pesticides/biopesticides/pips/ery I {-
crylab-brad.pdf.

EPA, 2014. Transmittal of the Meeting Minutes of the FIFRA SAP Meeting Held on January 28, 2014 on
the Scientific Issues Associated with the use of "RNAi Technology as a Pesticide: Problem
Formulation for Human Health and Ecological Risk Assessment”.

USDA, 2015a. EPA Proposal to Improve Corn Rootworm Resistance Management: Notice of Availability.
Federal Register 80 (18): 4564-4565. https:/federalregister.gov/a/2015-01170.

EPA, 2015b. Registration Decision for the New Active Ingredients Double-stranded Ribonucleic Acid
Transcript Comprising a DvSnf7 Inverted Repeat Sequence Derived from Western Corn
Rootworm (Diabrotica virgifera virgifera) and Bacillus thuringiensis Cry3Bb1 Protein and the
Genetic Material (vector PV-ZMIR10871) Necessary for Their Production in MON 87411 Corn
(OECD Unique dentifier: MON-87411-9).
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The subject of this application is for the DvSnf7 dsRNA and Bacillus thuringiensis
CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Abl proteins and the
genetic materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR10871, PHP17662)
necessary for their production in SmartStax®PRO Enlist™ (OECD Unique Identifier
MON-89034-3 x DAS-@1507-1 x MON-87411-9 x DAS-59122-7). A FIFRA Section
3 new product registration is sought for SmartStax®PRO Enlist™ corn using a 5%
structured refuge in the corn belt or a 20% structured refuge for cotton-growing regions
of the southern U.S. Five copies of the proposed label for SmartStax®PRO Enlist™ are

attached.
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determined using methods recommeﬂded by 1g€al :)r regignal, professionals (e.g., Extension
Service agents, crop consultants). Ag schematlc of @ne refuge Z)ptlon with the refuge planted
within a % mile of the SmartStax®PRO Enfst™ fittd is Shown below:

Separated Structured Refuge

Refuge
<% mile <—— Non-8t corn
SmartStax®PRO Enlist™

&
z
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Corn Insgtfs C@ntrqlied pr Supgressed

European corn borer (ECB) Yot "o eleOstriniaonablalis

Southwestern corn borer (SWCB)
Southern cornstalk borer (SCSB)
Corn earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser corn stalk borer

Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)

Northern corn rootworm (NCRW)
Mexican corn rootworm (MCRW)

EPA Accepted:

Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

279



Dow AgroSciences E. E’. E'E 305 of 312
S5 0. "l SEGTONIY-,
PRODUCT ANALYSIS

Studies and volumes listed in the data matrix included in this application describe: (a)
the molecular identity of SmartStax®PRO Enlist™ (MON 89034 x TC1507 x
MON 87411 x DAS-59122-7) and (b) levels of the DvSnf7 dsRNA and CrylA.105,
Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab proteins produced in tissues of
SmartStax®PRO Enlist™ (MON 89034 x TC1507 x MON 87411 x DAS-59122-7).
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RESIDUE DATA

EPA has registered DvSnf7 dsRNA and the Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, and
Cry34Ab1/Cry35Abl1 proteins as produced in corn. The safety of these proteins has been
demonstrated and they are exempted from the requirement of a tolerance.

Tolerance Exemption Information
Protein 40 CFR Date Crop(s)
DvSnf7 dsRNA §174.507 2001/2007 All Crops

CrylA.105 §174.502 August 2009 Corn

Cry2Ab2 §174.519 July 2008 Corn and Cotton

CrylF §174.520 2001/2005 Com and Cotton

Cry3Bbl §174.518 2004 Corn
Cry34Abl/
Cry35Abl §174.506 2005 Corn
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) N6NTARGET ORGANISM DATA

Studies conducted by Monsanto Company and Dow AgroSciences to characterize the
potential hazards to non-target organisms (NTOs) as a result of exposure to the DvSnf7
dsRNA and the CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, and Cry34Abl/Cry35Abl

proteins were previously submitted to the EPA, and are referenced by MRID in the data
matrix.
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TOXICOLOGY DATA

Studies conducted to assess the potential toxicity and allergenicity of DvSnf7 dsRNA,
and the CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, and Cry34Abl/Cry35Abl1 proteins have
previously been submitted to EPA and are referenced by MRID in the data matrix.
Studies demonstrating functional equivalence of the E. coli- and plant-produced DvSnf7

dsRNA, CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, and Cry34Ab1/Cry35Abl proteins are
referenced by MRID number in the data matrix.
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EFFICACY DATA

Data demonstrating the efficacy of DvSnf7 dsRNA, and the CrylA.105, Cry2Ab2,
CrylF, Cry3Bbl, and Cry34Abl/Cry35Abl proteins produced in SmartStax*PRO
Enlist™ (MON 89034 x TC1507 x MON 87411 x DAS-59122-7) are cited in the data
matrix of this application. The spectrum of insecticidal activity of the DvSnf7 dsRNA,
and the CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, and Cry34Abl/Cry35Abl proteins are
referenced by MRID number in the data matrix. The proposed IRM plan for
SmartStax®PRO  Enlist™ is cited in the data matrix of this application.
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